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PESTICIDE  PROGRAMS 
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AGENCY:  Environmental  Protection 
Agency.  '' 

ACTION :  ProiJosed  rules. 

SUMMARY:  These  proposed  regulations 
would  prescribe  how  applicants  for  reg¬ 
istration  and  reregistration  of  a  pesti¬ 
cide  should  submit  data  in  support  of 
the  application;  describe  how  persons 
may  file  claims  for  compensation  fm*  use 
by  other  persons  of  their  data;  and  es¬ 
tablish  rules  of  practice  for  use  in  the 
claims  determination  hearings  under 
section  3(c)(1)(D)  of  the  Federal  In¬ 
secticide,  Fungicide,  and  Rodenticide 
Act. 

DATES;  Comments  must  be  received  on 
or  before  August  19, 1977. 

ADDRESS;  C<munents  should  be  ad¬ 
dressed  to  the  Federal  Register  Section, 
Technical  Services  Division  (WH-569), 
Office  of  Pesticide  Programs,  Environ¬ 
mental  Protection  Agency,  Room  421, 
East  Tower,  401  M  Street  SW.,  Wash¬ 
ington,  D.C.  20460.  Comments  should  be 
filed  in  triplicate  and  bear  the  identify¬ 
ing  notation  OPP-30011.  All  written 
comments  filed  pursuant  to  this  notice 
will  be  available  for  public  inspecticm  at 
that  office  from  8:30  am.  to  4  p.m., 
Monday  through  Friday. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Jesse  Mayes,  Assistant  to  the  Associate 
Director  for  Registration,  Registration 
Divtsi<m  (WH-567) ,  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  401  M  Street  SW..  Washing¬ 
ton,  D.C.  20460  (202-426-4110). 

SUPPLEMENTARY  INFORMATION: 
These  regulations  are  proposed  under 
the  authority  of  section  3(c)  (1)  (D)  and 
section  25  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act.  as 
amended  (Pub.  L.  92-516,  86  Stat  973; 
Pub.  L.  94-140,  89  Stat  755;  7  U.S.C. 
136  et.  seq.  hereinafter  referred  to  as 
“FIFRA”) . 

Pursuant  to  the  requirements  of  sec¬ 
tion  25(a)(2)(A)  of  FIFRA,  a  draft  of 
these  proposed  regulations  was  for¬ 
warded  to  the  Secretary  of  Agriculture 
for  his  review  and  comment.  The  com¬ 
ments  of  the  Secretary  and  the  Agency's 
response  thereto  are  published  as  Ap¬ 
pendix  n  to  these  proposed  rules. 

Pursuant  to  FIFRA  section  25(a)(3), 
a  draft  of  these  proposed  regulations 
was  distributed  to  the  appropriate  Con- 
gressional  Committees.  In  addition,  pur¬ 
suant  to  FIFRA  section  25(d),  these  pro¬ 
posed  regulations  were  submitted  to  the 
Scientific  Advisory  Panel  No  comments 
were  received  from  either  of  these  bodies. 


PROPOSED  RULES 

The  Scientific  Advisory  Panel  voted 
imanimously  to  waive  their  right  to  re¬ 
view  these  proposed  regulations.  Their 
statement  to  this  effect  is  published  as 
Appendix  m  to  these  proposed  rules. 

Congressional  hearings  on  the  amended 
FIFRA  are  pending.  Among  the  mat¬ 
ters  which  are  being  considered  is 
substantive  amendment  to  section  3(e) 
(1)(D)  of  the  Act.  Any  legislative 
amendment  will,  of  course,  be  reflected 
in  the  regulations  before  they  are  pub¬ 
lished  in  final  form.  If  a  major  legis¬ 
lative  amendment  requires  it,  these  reg¬ 
ulations  will  be  reproposed  for  -public 
comment. 

Statutory  Provisions 

FIFRA  section  3(c)(1)(D),  7  U.S.C. 
136a(c)  (1)  (D),  provides  that  each  ap¬ 
plicant  for  registration  of  a  pesticide 
shall  file  with  the  Administrator  a  state¬ 
ment  which  includes — 

If  requested  by  the  Administrator,  a  full 
description  of  the  tests  made  and  the  results 
thereof  upon  which  the  claims  are  based, 
except  that  data  submitted  on  or  after 
January  1. 1970,  In  support  of  an  application, 
shall  not,  without  permission  of  the  appli¬ 
cant,  be  considered  by  the  Administrator  in 
support  of  any  other  application  for  regis¬ 
tration  unless  such  other  applicant  shall 
have  first  offered  to  pay  reasonable  compen¬ 
sation  for  producing  the  test  data  to  be 
relied  ui>on  and  such  data  is  not  protected 
from  disclosure  by  section  10(b).  This  pro¬ 
vision  with  regard  to  compensation  for  pro¬ 
ducing  the  test  data  to  be  relied  upon  shall 
apply  with  respect  to  all  applications  for 
registration  or  reregistration  submitted  on 
or  after  October  21,  1972.  If  the  parties  can¬ 
not  agree  on  the  amount  and  method  of 
payment,  the  Administrator  shall  make  such 
determination  and  may  fix  such  other  terms 
and  conditions  as  may  be  reasonable  under 
the  circumstances.  The  Administrator’s  de¬ 
termination  shall  be  made  on  the  record 
after  notice  and  opp<Htunlty  for  hearing.  If 
'either  party  does  not  agree  with  said  deter¬ 
mination,  he  may,  within  thirty  dairs,  take 
an  appeal  to  the  Federal  district  court  for 
the  district  In  which  he  resides  with  respect 
to  either  the  amount  of  the  payment  or  the 
terms  of  payment,  or  both.  Registration  shall 
not  be  delayed  pending  the  determination 
oi  reasonable  compensation  between  the  ap¬ 
plicants,  by  the  Administrator  or  by  the 
court. 

SectlOTi  10  FIFRA,  7  U.S.C.  136h.  pro¬ 
vides: 

PROTECTION  OF  TRADE  SECRETS  AND  OTHER 
INFORMATION 

(a)  In  General. — In  submitting  data  re¬ 
quired  by  this  Act,  the  applicant  may  (1) 
clearly  mark  any  portions  thereof  which  In 
his  opinion  are  trade  secrets  or  commercial 
or  financial  Information  and  (2)  submit 
such  marked  material  separately  from  other 
material  required  to  be  submitted  under  this 
Act. 

(b)  Disclosure. — ^Notwithstanding  any 
other  provision  of  this  Act,  the  Adminlstra- 
tOT  shall  not  make  public  Information  which 
In  his  Judgment  contains  or  relates  to  trade 
secrets  or  commercial  or  financial  Informa¬ 
tion  obtained  from  a  person  and  privileged 
or  confidential,  except  that,  when  necessary 
to  carry  out  the  provisions  of  this  Act,  infor¬ 
mation  relating  to  formulas  of  products  ac¬ 
quired  by  authorization  of  this  Act  may  be 
revealed  to  any  Federal  agency  consulted 


and  may  be  revealed  at  a  public  hearing  or 
in  findings  of  fact  issued  by  the  Adminis¬ 
trator. 

(c)  Disputes. — If  the  Administrator  pro- 
posee  to  release  tor  Inspection  Information 
which  the  iqipllcant  or  registrant  believes  to 
be  protected  from  disclosure  under  subsec¬ 
tion  (b),  he  shall  notify  the  applicant  or 
registrant.  In  writing,  by  certified  mail.  The 
Administrator  shall  not  thereafter  make 
available  for  inspection  such  data  until 
thirty  days  after  receipt  of  the  notice  by  the 
applicant  or  registrant.  During  this  period, 
the  applicant  or  registrant  may  institute  an 
action  In  an  appropriate  district  court  for  a 
declatory  judgment  a.s  to  whether  such  fn- 
formation  is  subject  to  protection  under 
subsection  (b). 

Finally  FIFRA  section  3(c)(2),  7 
U.S.C.  136a(cM2),  provides,  in  pertinent 
part; 

•  *  •  Except  a.s  provided  by  subsection  (c) 
(1)  (D)  of  this  section  and  section  10,  within 
30  days  alter  the  Administrator  registers  a 
pesticide  under  this  Act  he  shall  make  avail¬ 
able  to  the  public  the  data  called  for  in  the 
registration  statement  together  with  such 
other  scientific  information  as  he  deems 
relevant  to  hts  decision. 

Background 

The  data  compensation  provision  of 
FIFRA  first  became  part  of  the  pesticide 
regulatory  process  by  the  enactment  of 
section  3(c)(1)(D)  of  the  1972  PIFRA 
(86  Stat.  973).  On  November  19,  1973, 
EPA  partially  implemented  section  3(c) 
(1)(D)  by  publication  in  the  Federal 
Register  of  a  general  notice  entitled 
“Consideration  of  Data  by  the  Adminis¬ 
trator  in  Support  of  Applications:  Inter¬ 
im  Policy,’’  38  FR  31862.  On  June  11, 
1974  the  Agency  conducted  a  public 
meeting  to  exchange  views  with  inter¬ 
ested  parties  and  facilitate  the  develop¬ 
ment  of  regulations.  On  July  3,  1975,  the 
Agency  promulgated  final  regulations  on 
the  registration,  reregistration  and 
classification  of  pesticides,  40  CFR  Part 
162,  40  FR  28242.  On  Noveihber  28,  1975, 
the  President  signed  into  law  Pub.  L.  94- 
140  a  bill  which  substantively  amended 
section  3(c)(1)(D)  of  FIFRA.  Accord¬ 
ingly,  on  January  22,  1976,  the  Agency 
published  an  Implementation  Plan  (41 
FR  3339)  to  explain  the  changes  to  the 
procedures  for  submitting  data  accom¬ 
plished  by  the  enactment  of  Pub.  L.  94- 
140  and  the  promulgation  of.  40  CFR 
Part  162.  The  Implementation  Plan  also 
announced  the  availability  of  the  then 
current  draft  of  the  secticm  3(c)  (1)  (D) 
regulations  and  invited  public  comment. 
Comments  were  received  from  eight  (8) 
'parties;  these  have  been  ccmsidered  in 
the  development  of  these  pro[>osed  rules. 

Section  162.9  as  proposed  would  set 
forth  the  manner  in  which  all  applicants 
for  registration  would  be  required  to 
submit  or  cite  the  data  required  to  sup¬ 
port  the  registration  action.  In  addition, 
these  regulations  would  establish  pro¬ 
cedures  for  assertion  of  a  claim  for  com¬ 
pensation  for  the  use  by  another  party 
of  one  person’s  data.  The  procedures 
would  apply  both  to  applications  for  new 
or  amended  registration  and  to  appli- 
caticms  for  reregistration.  The  new  Part 
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173.  M  iiroposed.  prescribes  Rules  of 
Practice  for  the  adjudicatory  rfaim*  de- 
termlnatkm  healings. 

Detbhmination  or  Reasonable 
CoafPENSATION 

Under  the  proposal,  the  Admlnlstra* 
tor  would  award  reas<xiable  compensa¬ 
tion  for  the  cost  of  producing  test  data 
In  accordance  with  the  rules  of  i  162.9 
and  the  Rules  of  Practice  governing 
hearings  under  section  3(c)  (1)  (0>. 

Sectl(m  162.9(h) :  Prerequisites  to  de¬ 
termination  of  amount  of  entitlement. 
8ectl(Hi  162.9(h),  as  pn^josed,  provides 
that  as  a  prerequisite  to  determining  the 
amount  at  entitlement,  the  Administra¬ 
tor  or  the  Administrative  Law  Judge 
must  first  find: 

(1)  That  the  procedures  of  $  162.9  and 
the  Rules  of  Practice  governing  hearings 
under  section  3(c)  (1)  (D)  have  been  sat¬ 
isfied,  i  162.9(h)  (1).(2) ; 

(2)  That  the  Item  of  data  had  been 
produced  at  the  expense  of  the  claimant, 
S  162.9(h)  (3) : 

(3)  That  the  item  of  data  was  con¬ 
sidered  In  support  of  the  application 
without  the  permlsslcm  of  the  claimant, 
i  162.9(h)  (4) ;  and 

(4)  That  the  applicant’s  use  of  the 
Item  of  data  In  the  subject  appli¬ 
cation  otherwise  is  subject  to  the  rea¬ 
sonable  compensatlcHi  requirement. 
S  162.9(h)(5). 

Each  of  these  elements  is  discussed 
briefiy  below. 

(1)  Section  162.9(h)  (1).(2) :  That  the 
procedures  of  S  162.9  and  the  rules  of 
practice  governing  hearings  under  sec¬ 
tion  3(c)(1)(D)  have  been  satisfied. 
These  regidatlons  and  the  Rules  of  Prac¬ 
tice  governing  hearings  under  section 
3(c)  (1)  (D)  would  set  forth  procedures 
designed  to  encourage  negotiated  set¬ 
tlements  between  the  parties  on  the 
amounts  and  terms  of  reasonable  com¬ 
pensation.  If  the  claimant’s  failure  to 
follow  any  of  the  pertinent  procedures 
results  In  actual  prejudice  to  the  appli¬ 
cant/respondent,  the  claim  for  compen¬ 
sation  would  be  dismissed. 

These  regulatlcms  would  require  an  ap¬ 
plicant  to  state  which  one  of  four  data 
categories  describes  each  item  of  data 
submitted  or  cited,  $  162.9(b)  (3) .  Pm*- 
suant  to  the  procedures  of  these  regula¬ 
tions,  claims  fm*  compensation  would  be 
entertained  only  with  respect  to  items 
of  data  in  Data  Category  IV.  All  other 
data  is  either  beyond  the  scope  of  sec¬ 
tion  3(c)  (1)  (D)  (data  category  I) ,  is  ac¬ 
companied  by  a  certificate  of  ownership 
(data  category  n)  or  is  accompanied  by 
a  consent  statement  (data  categwy  HI). 
Any  person  wishing  to  assert  a  claim  for 
compensation  against  an  applicant  for 
use  of  category  n  or  m  data  would  be 
disputing  the  accuracy  of  the  signed  cer¬ 
tification  of  owmershlp  or  consent  state¬ 
ment.  The  Agency  will  not  adjudicate 
such  disputes;  a  person  seeking  to  make 
.such  an  assertion  would  be  free  to  pur¬ 
sue  the  matter  in  the  apprc^ndate  court. 
Intenti(mal  falslficatimi  of  any  part  of  an 
applicati(m  for  registration  would  be  a 
violation  of  FIFRA  section  12(a)  (2)  (M) . 


This  would  Include  falslficatlmi  of  the 
certlflcatian  or  consent  statement. 

(3)  Section  162.9(h)(3):  That  the 
item  of  data  has  been  produced  at  the 
expense  of  the  claimant.  Section  3(c)  (1) 
(D)  provides  that  compensation  Is  to  be 
paid  Tor  iM*oducing  the  test  data”  and 
a  right  of  aiveal  is  given  to  the  *‘owni«‘ 
of  the  test  data.”  ’Therefore,  in  order  to 
receive  reasonable  compensation,  claim¬ 
ant  must  establish  that  the  lt«n  of 
data  was  developed  at  his  expense  (or  at 
the  expense  of  his  legal  predecessor  (s) 
In  int^est.) 

(3)  Sectim  162.9(h)  (4) :  That  the 
item  of  data  was  considered  in  support 
of  the  application  without  the  permis¬ 
sion  of  the  claimant.  ’The  term  “data 
considered  in  support  of  an  application” 
Is  defined  at  §  162.9(a)  (7) . 

Data  is  not  considered  in  support  of 
an  applicatlixi  until  the  Administrator 
(or  his  delegate)  approves  an  applica¬ 
tion  for  registration.  In  order  for  data 
to  be  considered  in  support  of  an  applica¬ 
tion,  the  iq>plicant  would  be  required  to 
cite  it  (m  a  Supporting  Data  Citation 
form.  If  an  iton  of  data  were  withdrawm 
from  the  Administrator’s  c<mslderati(Hi 
pri(H-  to  approval  of  the  application,  in 
accordance  with  S  162.9(b)  (1)  (1),  it 
would  not  be  “considered  in  support  of 
the  application.” 

The  Agency  would  not.  however,  re¬ 
turn  data  to  the  submitter  when  it  is 
withdrawn  from  the  Administrator’s 
consideration.  For  the  purpose  of  section 
3(c)(1)(D),  such  data  are  “data  pre¬ 
viously  submitted  in  support  of  an  ap¬ 
plication  tor  registration.” 

A  draft  copy  of  the  proposed  support¬ 
ing  Data  Citation  form  is  published  as 
Appendix  I  to  this  notice  for  public 
comment. 

(4)  Section  162.9(h)  (5) :  That  the  ap¬ 


plicant’s  use  (rf  the  item  of  data  in  the 
subject  apidlcatlon  1b  ottierwlse  subject 
to  the  reascmable  compensation  require¬ 
ment:  (Hereinafter,  data  otherwise  eligi¬ 
ble  tor  compensation.) 

In  order  for  an  Item  of  data  to  be 
otherwise  eligible  for  compensation.  It 
must  have  been  previously  submitted  In 
support  of  an  application  f(Nr  registra¬ 
tion.  The  term  “data  submitted  in  sup¬ 
port  of  an  application  for  registration” 
is  defined  at  $  162.9(a)  (6) . 

The  ilrst  requirement  is  tliat  the  item 
of  data  must  have  been  submitted  to  the 
Agency,  or  its  predecessor  Agencies.  It  is 
not  necessary,  however,  that  the  appli¬ 
cation  with  respect  to  which  the  data 
was  submitted  have  been  approved.  Data 
submitted  with  respect  to  an  application 
or  an  existing  or  former  registration  Is 
“submitted  in  support”  whether  or  not 
such  submission  was  requested  or  re¬ 
quired  by  the  Agency.  Moreover,  data 
first  submitted.  (1)  as  part  of  an  wplica- 
tion  for  an  experimental  use  permit  or 
with  respect  to  an  existing  or  former  per¬ 
mit  <x  (2)  in  support  of  a  petition  for  a 
tolerance  Is  “data  submitt^  in  support 
of  an  application  for  registration”  if  the 
item  of  data  Is  referred  to  or  included 
in  an  application  for  registration.  In  ad¬ 
dition,  data  submitted  for  the  purpose 
of  determining  that  the  product  complies 
with  PrPRA  under  the  terms  of  the  In¬ 
teragency  Agre«nent  with  the  Depart¬ 
ment  of  Health,  Eduiatlon,  and  Welfare. 
Food  and  Drug  Administration  (36  FR 
24234,  as  amended  by  38  FR  24233)  ki 
considered  “submitted  in  support  of  an 
application.” 

The  determination  of  exactly  wliat 
data  Is  otherwlso  eligible  for  compensa¬ 
tion  would  turn  on  when  the  applicant 
filed  his  application  for  registration  with 
the  Agency  and  when  it  was  approved. 


Datr  Application  fUc<l  Date  application  approval  Date  eligible  for  <-om)M>iisalioi. 


Before  Ocl.  21,  IVTi. . .  Anytime .  None. 

Before  Nov.  19,  1973 .  Befora  Nov.  »,  1975 .  None. 

After  Nov.  19,  1973 . .  Brfore  Nov.  38,  1976 .  Data  subniiue<l  after  Oct.  21, 

After  Oct.  21.  1972 .  After  Nov.  28. 1975 .  DaU  submitterl  after  Jan.  1.  t<i7i>. 


'This  refiects  past  practice  and  Con¬ 
gressional  intent. 

The  November  19, 1973,  Interim  Policy 
Statement  (38  FR  31862) ,  which  partially 
implemented  section  3(c)(1)(D).  pro¬ 
vided  that  all  data  first  submitted  to  the 
Agency  in  support  of  an  application  for 
registration  cm  or  after  October  21,  1972 
and  subsequently  considered  in  support 
of  another  application  for  registration 
submitted  on  or  sifter  November  19, 1973, 
would  be  eligible  for  compensation.  As  a 
result  of  much  controversy  regarding  this 
interpretation  of  the  scope  of  section  3 
(c)(1)(D),  Congress  by  Pub.  L.  94-140 
amended  section  3(c)(1)(D)  of  FIFRA. 
This  Act  became  effective  on  November 
28.  1975  and  provides  that  with  respect 
to  sill  applications  for  registration  sub¬ 
mitted  to  the  Agency  mi  or  after  Octo¬ 
ber  21.  1972  smd  then  still  pending  be¬ 
fore  the  Agency,  sdl  data  first  submitted 
to  the  Agency  on  or  sdter  Jsmusur  1. 1970 
is  eligible  for  compensation.  The  amend¬ 
ment  changed  both  the  effective  date  of 


section  3(c)  (1)  (D)  smd  the  data  within 
its  scope,  as  to  applications  previously 
received  and  still  pending  bef(»e  the 
Agency.  See  S.  Rep.  No.  94-452.  94th 
Cong.,  1st  Sess.,  at  11  (1975). 

Sectiem  162.9(1) :  Amount  of  entitle¬ 
ment,  terms  and  conditions  of  compen¬ 
sation.  Sectiem  162.9(1),  sis  proposed, 
provides  that  the  Administrative  Law 
Judge  might  make  such  determination 
concerning  the  amount,  terms  and  condi¬ 
tions  of  compensation  sis  he  found  rea¬ 
sonable  under  the  circumstances,  equita¬ 
ble  to  the  parties  smd  permitted  by  the 
law,  smd  might  consider  any  factors 
which  he  considers  relevant  to  this  deter¬ 
mination. 

Various  parties  have  argued  that  the 
Agency  should  set  forth  in  these  regula¬ 
tions  substantive  rules  governing  the 
sunount  and  method  of  compensation. 
Including  a  formula  to  compute  “restfon- 
able  CMnpensatlon.**  The  Agency  has 
evaluated  the  feasibility  of  this  ap¬ 
proach.  In  1974,  In  fact,  the  OflBce  of 
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Pesticide  Programs  contracted  with  Sci¬ 
ence,  Engineering  and  Analysis.  Inc,, 
^ringfield.  Virginia  for  this  particular 
purpose.  Their  contract  report  entitled 
“Economic  methodology  tar  the  deter¬ 
mination  of  reascmaUe  compensatlwi  un¬ 
der  sectlcm  3(c)(1)(D)  of  PEPRA"  and 
subsequent  investigation  has  led  to  the 
present  Agency  position  that  a  precise 
f(M*mula  few  reasonaUe  compensatiem  is 
not  i>racticaUe.  The  Agency  nonetheless 
specifically  solicits  the  submission  of  a 
precise  formula  for  determlitlng  the 
amount  and  method  of  reasonable  cMn- 
F>ensation  and  comment  regarding  the 
factors  appropriate  to  this  determina¬ 
tion.  We  expect  that  widely  divergent 
theories  of  data  valuation  and  compen¬ 
sation  may  be  proposed,  and  that  widely 
divergent  factual  situations  will  be  in¬ 
volved  in  the  various  claims.  It  seems  de¬ 
sirable,  therefore,  that  the  initial  deter¬ 
minations  of  the  Administrative  Law 
Judge  be  governed  solely  by  the  statutory 
standard  of  “reascmable  compensatiem 
for  producing  the  test  data,"  as  aiH>lied 
to  the  particular  circumstances  of  each 
case.  Ihese  proposed  regulations  adopt 
this  approach.  After  s(xne  dispute 
claims  for  compensation  have  been  de¬ 
cided  by  the  Agency  (and.  perhaps,  re¬ 
viewed  by  the  Federal  Courts),  the 
Agency  may  be  in  a  position  to  state 
substantive  rules  governing  the  deter¬ 
mination  of  reasonable  compensatlcm. 

Various  factors,  some  of  which  are 
set  forth  below,  have  been  suggested  as 
appropriate  for  cmisideration  in  deter¬ 
mining  the  amount,  method,  and  terms 
of  reasonable  compensation.  The  Agency 
at  this  time  makes  no  determination 
as  to  whether  these  factors  are  appro¬ 
priate  for  consideration  by  the  Adminis¬ 
trative  Law  Judge  or  the  Administrate* 
in  reaching  a  decision  as  to  the  amount, 
method  and  terms  of  reasonable  com¬ 
pensation  in  any  particular  case.  It  Is  not 
here  suggested  that  evidence  on  these 
factors  should  be  received  by  the  Ad¬ 
ministrative  Law  Judge  or  the  Adminis¬ 
trator.  These  factors  (1  through  11)  are 
enumerated  to  show  the  broad  scope  of 
diversity  of  views  on  the  questimi  of 
reasonable  compensation. 

(1)  The  actual  (historical)  cost  of  the 
test  data; 

(2)  The  current  cost  of  duEdlcating 
the  data; 

(3)  The  fair  market  value  of  the  data; 

(4)  The  availability  of  alternative 
data  (rf  comparable  reliability; 

(5)  When  the  test  was  performed; 

(6)  When  the  data  was  submitted  to 
the  Agency; 

( 7 )  The  foreseeable  nature,  extent  and 
profitability  frtHn  marketing  of  the 
pesticide  by  the  ai^cant; 

(8)  The  extent  to  which  the  claimant 
has  recovered,  and/or  may  recover  his 
investment  in  the  data  by  sale  of  the 
pesticide,  both  to  the  general  public  and. 
in  particular,  to  the  applicant  (In  many 
cases,  the  claimant  may  already  have 
recovered  a  portion  of  his  investment  in 
the  data  by  means  of  a  pricing  structure 
irtiich  Inclndes  recovery  of  that  Invest¬ 
ment.  If  the  apirflcant  formulator  has 
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been  purchasing  the  pesticide  from  the 
claimant,  he  may  already  have  pedd  at 
least  partial  oompenaation  for  the  claim¬ 
ant’s  Investment  In  the  suK>orttng  data. 
Likewise,  if  the  applicant  will  be  pur¬ 
chasing  the  pesticide  from  the  claimant 
In  the  future,  he  may  pay  a  portiem  of 
the  cost  of  producing  the  test  data  each 
time  he  purchases  the  pesticide.) 

(9)  Whether  the  chdmant’s  decision 
to  produce  the  test  data  was  made  with 
the  expectatkm  of  receiving  compensa¬ 
tion  under  section  3(c)  (1)  (D)  of  the  Act. 
(Cwnmenters  have  argued  that  Section 
3(c)(1)(D)  was  not  intended  to  give  a 
“windfall”  to  a  person  who  made  an  in¬ 
vestment  decision  without  any  expecta- 
tion  of  cMnpensation  imder  FTPRA.) 

(10)  The  ability  of  the  applicant  to  pay 
compensation.  (If  it  can  be  shown  that 
compensation  above  a  certain  level  will 
adversely  affect  the  applicant’s  ability 
to  remain  in  business,  it  is  argued  that 
the  effects  not  only  on  the  aiH>llcant  but 
also  on  the  marketplace  and  the  econ¬ 
omy  in  general  may  be  relevant.) 

(11)  The  estimated  effect  of  the 
amount  and  method  of  compensation  on 
research  and  development  of  pesticides. 
(It  is  xirged  that  one  of  the  purposes  of 
section  3(c)(1)(D)  Is  to  encourage  in¬ 
vestment  in  research  and  development. 
Accordingly,  it  has  been  suggested  that 
this  factor  should  be  considered  in  de¬ 
termining  whether  the  terms  of  com¬ 
pensation  will  foster  this  purpose.) 

IMPLEUENTATION 

Section  162.9(e)  would  provide  that 
§  162.9  will  become  ^ective  30  days  after 
publication  In  the  Fedkral  Rcgistsr  of 
the  final  rule.  Under  ixnposed  S  162.9 
(m),  no  aF>pllcation  pending  befmie  the 
Agency  on  the  effective  date  of  these 
rules  would  be  approved  until  the  appli¬ 
cant  had  modified  the  application  to 
comply  with  S  162.9(b).  If  the  modified 
application  contained  any  smarting 
data  stated  to  fall  within  Data  Category 
rv.  the  Agency  would  publish  notice  of 
receipt  of  the  modified  application  in 
accordance  with  S  162.9(c) .  Accordingly, 
there  would  be  no  reason  for  the  Agency 
to  decide  the  cranpensation  due  cm  any 
claim  filed  with  the  Agency  prlcm  to  the 
effective  date  which  was  based  on  an 
“erfd,’*  munexUfied  application.  Pursuant 
to  !  162.9(n)  (2) ,  the  claimant  could  file 
a  new  preliminary  edaim  for  compensa¬ 
tion -bci^  on  the  modified  aiH>llcation. 
(These  procedures  for  handling  applica¬ 
tions  and  claims  pending  on  the  effective 
date  are  necessary  in  order  to  satisfy 
FIFRA  §§3(c)(2)  and  3(c)(1)(D)  and 
to  facilitate  efiQcient  prcxJbssing  of  ap¬ 
plications  and  claims.) 

PropMjsed  section  162.9 (n)  (1)  concerns 
p>ending  claims  pertaining  to  applica¬ 
tions  approved  before  the  effective  date 
of  these  regulations.  Where  the  applica¬ 
tion  has  been  approved  the  claim  for 
compiensatlon  has  already  matured  and 
the  rules  in  effect  at  the  time  of  approval 
of  the  application  must  govern.  ’There¬ 
fore,  these  rules  would  provide  that  the 
Administrator  would  notify  each  ];>erson 
who  has  submitted  a  claim  that  the  ap- 


pdication  in  question  has  been  approved. 
For  the  pmpoaes  of  1 162.8<g)  (3),  this 
notice  would  be  regarded  as  the  notice 
required  by  S  162.9(f).  ’Thereafter,  the 
rules  of  this  section  and  the  Rules  of 
Practice  would  apply  except  that  (1)  in 
making .  the  determination  required  by 
9  162.9(h)  (1),  the  comparable  provisions 
of  the  November  19,  1973  Interim  Pcdicy 
Statement  would  tpply  instead  of  I  162.9 
(d)  and  (2)  in  making  the  determination 
required  by  paragraph  (h)(5),  the  Ad¬ 
ministrative  Law  Judge  or  the  Adminis¬ 
trator  would  determine  on  a  case-by-case 
basis  whether  or  not  the  item  of  data  was 
considered  in  support  of  the  application 
without  the  claimant’s  consent. 

Rules  of  Practice 

Section  3(c)(1)(D)  provides  that  the 
Administrator’s  determination  of  rea¬ 
sonable  compensation  for  producing  the 
test  data  must  be  made  “on  the  record.” 
The  Rules  of  Practice  of  proposed  Part 
173  would  govern  the  commencement 
and  conduct  of  these  hearings. 

By  Federal  Register  notice  cm  October 
19,  1976  (41  FR  64021)  the  Administra¬ 
tor  annoimced  that  he  had  made  effec¬ 
tive  the  determination  acf  claims  pro¬ 
vision  of  section  3(c)(1)(D)  in  the  ab¬ 
sence  of  these  formal  procedural  regula¬ 
tions.  The  Chief  Administrative  Law 
Judge  or  his  designee  has  been  instructed 
to  adopt  procedural  rules  on  a  case-by¬ 
case  basis  for  the  conduct  of  the  hearings 
and  matters  related  thereto.  Both  9  162.9 
and  Part  173  will  become  effective  30 
days  after  publication  in  the  Federal 
Register  of  the  final  rules.  Once  these 
regulations  have  been  adopted,  all  claims 
for  cc»np>ensation  will  be  adjudicated  in 
accordance  with  these  rules.  However, 
the  Administrative  Law  Judge  may,  in 
his  discretion,  continue  to  conduct  a 
claims  determination  hearing  ];>ending 
on  the  effective  date  of  these  rules  of 
practice,  in  accordance  with  the  proce¬ 
dural  rules  adopted  by  the  Administra¬ 
tive  Law  Judge  on  a  case-by-case  basis. 

Economic  Impact  Analysis  Statement 

Executive  Order  11821  (as  extended) 
and  OMB  circular  A-107  requires  every 
Federal  agency  to  evaluate  the  economic 
impracts  of  every  major  legislation  pro- 
p>06al  and  regulation.  EPA’s  guidelines 
on  Economic  Impact  analysis  Statements 
(formerly  Inflation  Impact  Statements) 
provide  that  regulations  shall  be  consid¬ 
ered  a  “major”  action  and  shall  require 
an  Economic  Impact  Analysis  under  the 
following  conditions:  (1)  If  the  incre¬ 
mental  annualized  costs  of  compliance, 
including  capital  charges,  exceed  $100 
million  in  any  3^ar.  (2)  the  incremental 
cost  of  production  of  any  major  product 
exceeds  five  p)ercent  of  the  selling  prices 
of  the  product,  (3)  net  national  energy 
consumption  would  be  increased  by  the 
equivalent  of  25,000  barrels  of  oil  a  day. 
or  (4)  the  supply  or  demand  of  certain 
specified  materials  would  be  affected  by 
more  than  three  p>ercent. 

The  EPA  has  determined  that  these 
regulations  do  not  constitute  a  major 
protxisal  requiring  prepiaratlon  of  an 
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Economic  Impact  Analysis.  However, 
since  the  data  ccunpensatlon  provlskm 
Impacts  directly  on  the  economic  Impact 
of  the  registration  guldelhies.  the  Incre¬ 
mental  costs  of  complsrlng  with  these 
regulations  as  compared  to  the  costs  of 
complying  with  the  requlronents  of 
FIFRA  standing  alcme,  will  be  factored 
Into  the  economic  analysis  being  pre¬ 
pared  on  the  guidelines. 

Non. — Th*  XnTlronmental  Protection 
Agency  turn  detwmlned  that  this  document 
does  not  contain  a  major  proposal  reqtilring 
pr^aratlon  ot  an  Inflation  Impact  Statement 
under  Executive  Order  11831  and  OMB  Cir¬ 
cular  A-107. 

Elated;  June  8,  1977. 

DOPOLAS  If.  C06TLX, 

Administrator. 

(Sece.  3(o)(l)(D)  and  35  of  the  Federal 
Insecticide.  Fungicide  and  Bodentlckle  Act, 
aa  amended.) 

1.  It  Is  proposed  to  revise  49  CFR  163.9 
to  read  as  follows: 

§  162.9  SnbnuMioB  of  test  data  in  sup¬ 
port  of  appUcatiotis  for  registration; 
compensa^n  dahns  for  use  of  data. 

(а)  Definitions.  For  the  purposes  of 
this  section: 

(1)  **Appllcatl<m  for  Registration” 
means  any  request  for  action  with  respect 
to  registration,  Including  an  apidlcatlon 
for  new  registration,  amended  registra¬ 
tion.  or  reregistration  of  a  pesticide  prod¬ 
uct  under  the  Act. 

(2)  ”Applicant'’  means  a  person  who 
has  submitted  an  iq>plicatlon  for  regis¬ 
tration  to  the  Agency,  or  teat  person'fe 
legal  successor  in  interest. 

(3)  “Claim”  means  a  ciaini  for  com¬ 
pensation  und^  section  S(e)(l)(D)  of 
the  Act. 

(4)  "Claimant”  means  a  person  who 
files  a  claim  with  the  Agency,  and  whwe 
the  context  so  requires,  the  term  includes 
any  prior  holder  of  rights  in  the  data 
from  vdiom  claimant  acquired  legal  in¬ 
terest. 

(5)  “Test  data”  Includes  information 
concerning  the  objectives,  methodology, 
results,  and  significance  of  any  test  or 
experiment  performed  on  or  with  a  pesti¬ 
cide,  Information  concerning  observa¬ 
tions  about  the  effect  of  a  pesticide  on 
any  organism,  and  information  concern¬ 
ing  the  behavior  of  a  pesticide  in  the 
environment. 

(б)  “Data  submitted  in  support  of  an 
application  for  registration”  means  those 
data  submitted  to  the  Agency  (or  Its 
predecessor  Agencies) : 

(i)  As  part  of  an  application  for  regis¬ 
tration.  or  with  respect  to  an  existing  or 
former  registration,  whether  or  not  such 
submissioi^was  required  or  requested  by 
the  Agency; 

(il)  As  part  of  an  application  for  an 
experimental  use  permit,  or  with  respect 
to  an  existing  or  former  experimental 
use  permit,  whether  or  not  such  submis¬ 
sion  was  required  or  requested  by  the 
Agency,  If  such  data  were  also  referred 
to  or  Included  tn  an  apiAication  for  reg¬ 
istration,  either  explicitly  or  Implicitly; 

(111)  In  supp<»t  of  a  petition  for  a 


tolerance  pursuant  to  section  406,  408  or 
409  of  the  Federal  Food,  Drug,  and  Oos- 
metlc  Act  (31  UJB.C.  348.  346a.  348).  If 
such  data  were  also  referred  to  or  in¬ 
cluded  In  an  appUcaitkm  for  registration, 
either  explicit^  or  imiAlcltly; 

(Iv)  For  the  purposes  of  ol>taining  a 
determination  by  the  Agency  that  a 
product  compiles  with  the  requirmnents 
of  the  Act,  under  the  Agreement  be¬ 
tween  the  Agency  and  the  Depertanent 
of  Health,  Education,  and  Welfare  (36 
FR  24234,  as  ammided  by  38  FR  24233) . 
which  pertains  to  matters  of  mutual  re¬ 
sponsibility  under  the  Federal  Food. 
Drag,  and  OosmeUc  Act  and  Federal  In¬ 
secticide,  Fungicide,  and  Rodenticlde 
Act. 

(7)  “Data  considered  In  support  of  an 
application”  means  data  cited  on  a  Sup¬ 
porting  Data  Citation  tonn  in  an  appli¬ 
cation  for  registration  which  has  been 
aiH>roved  under  section  3  of  the  Act.  (An 
Item  of  data  which  Is  withdrawn  from 
the  Administrator's  consideration  prior 
to  approval  of  the  application  shall  not 
be  regarded  as  data  considered  In  sup- 
port  of  an  application.)  * 

(8)  “EPA  Data  Catalog”  means  the 
Agency  catalogue  which  Identifles  and 
assigns  a  unique  number  to  each  item  of 
data  lEevloualy  sidtxnltted  to  the  Agency 
In  support  of  an  application  for  registra¬ 
tion. 

(b)  Identification  of  data  supporUno 
an  Applicaiton — (1)  Oeneral  require¬ 
ments.  (1)  An  item  of  data  will  be  con¬ 
sidered  by  the  Administrator  In  suiH>ort 
of  an  aimllcatlon  only  tf  it  Is  specifically 
Identified  by  the  anAlcant  on  a  Support¬ 
ing  Data  Citation  form  [EPA  Form  Na 

_ ].  At  any  time  before  approval  or 

denial  of  an  application,  an  mipllcant 
may  sidMnlt  additional  Items  of  data  ior 
the  Administrator's  consideration  or  may 
withdraw  any  Item  of  data  from  the  Ad¬ 
ministrator’s  oonslderation  by  sulmilt- 
tlng  a  written  amendment  to  the  tqipli- 
catkm. 

(11)  An  Item  of  data  never  previously 
submitted  to  the  Agency  must  be  i^s- 
Ically  submitted  with  the  application, 
and  must  be  Identified  on  a  Supporting 
Data  Citation  form. 

(IM)  An  Item  of  data  previously  sub¬ 
mitted  to  the  Agency  need  not  be  physi¬ 
cally  resubmitted,  but  must  be  Identified 
on  a  Supporting  Data  Citation  form. 

(2)  Supporting  data  citation  require¬ 
ments.  (1)  An  applicant  must  complete 
the  following  entries  In  the  Supporting 
Data  Citation  form  for  any  cited  Item  of 
data  never  previously  submitted  to  the 
Agency,  and  for  any  cited  Item  of  data 
not  described  In  the  EPA  Data  Catalog: 

(A)  Identification  of  the  application 
supported; 

(B)  Identification  of  the  person  (s) 
who  performed  the  test,  and  the  dateis) 
of  testing; 

(C)  Identification  of  the  substance 
tested; 

(D)  Identification  of  the  specific  test 
performed; 

(E)  If  the  item  of  data  is  known  to 
have  been  previously  sulxnltted  to  the 
Agency,  Identification  of  the  sulnnltter. 


31287 

the  registration  number  In  support  of 
which  It  was  submitted,  and  the  date  of 
previous  submlsskm;  and 

(F)  Deslgnatlcm  of  the  category  of 
data,  as  set  fcnih  In  paragraph  (b)(3) 
of  this  section,  and  the  required  state- 
most,  set  forth  In  paragraph  (b)  (4)  ot 
this  sectlcm  appropriate  to  that  category 
of  data. 

(11)  In  the  case  ot  an  item  of  data  de¬ 
scribed  in  the  EPA  Data  Catalog,  an  i4>- 
plicant  need  complete  only  the  fcdlowlng 
entries  on  the  Suimmtlng  Data  Citation 
form: 

(A)  Idoitlficatkxi  of  the  application 
supported; 

(B)  Idmtlfication  of  the  specific  test 
performed,  including  the  EPA  Data  Cat¬ 
alog  nuntdMr  assigned  to  the  Item  of  data ; 
and 

(C)  Designatlmi  of  the  category  of 
data,  as  set  forth  in  paragraph  (b)  (3) 
of  this  section,  and  the  required  state¬ 
ment,  as  set  forth  in  paragraph  (b)  (4> 
of  this  section,  appropriate  to  that  cate¬ 
gory  of  data. 

(3)  Data  eedagories.  The  applicant 
shall  designate  each  Item  of  data  cited 
in  support  of  an  appllcatlcm  as  being 
In  one  of  the  four  foDowlng  categories: 

(D  Data  Category  I,  which  Includes 
aH  data  first  submitted  to  the  Agency 
in  simport  of  an  apidlcation  for  regis¬ 
tration  before  January  1, 1970. 

(11)  Data  Category  11,  which  includes 
an  data  not  within  Data  Category  I 
which  were  produced  at  the  expense  of 
the  applicant  alone; 

(UD  Data  Category  III,  which  includes 
aU  data  not  within  Data  Category  I  or 
n  which  is  accompanied  by  a  Consent 
Statement  as  set  forth  in  paragraph 
(b)  (4)  of  this  sectlmi ;  or 

(Iv)  Data  Category  IV,  which  Incliides 
all  data  not  within  Data  Categories  I.  n. 
or  m. 

(4)  Required  statements  to  accompany 
data  citations.  Each  Iton  of  data  cited 
In  suimort  ot  an  application  must  be  ac¬ 
companied  by  one  of  the  foUowlng  three 
stat^ents,  as  apprm>rlate  to  the  Data 
(Category  designated.  The  statements 
must  be  signed  as  indicated  by  the  appli¬ 
cant  or  consenting  party  w.  If  such  per¬ 
son  is  a  corporation  or  other  Juridical 
person,  an  Individual  with  authority  to 
act  <m  behalf  of  the  applicant.  Signature 
of  any  of  these  statements  constitutes 
certification  by  the  signing  party  of  his 
understanding  that,  if  any  of  the  state¬ 
ments  which  he  signs  are  known  by  him 
to  be  false,  he  may  be  subject  to  criminal 
penalty  imder  18  U.S.C.  1001.  criminal 
w  civil  penalty  imder  7  U.S.C.  136J  (a» 
(2)  «M) ,  or  both. 

(i)  Certification  statement.  The  fol¬ 
lowing  statement  signed  by  the  applicant 
must  accompany  each  citation  of  sup¬ 
porting  data  designated  as  falling  with 
Data  Categories  I  or  n: 

The  undersigned  hereby  certifies  that,  to 
the  beet  of  bis  knowledge  and  belief,  tor  the 
piupoees  of  Section  S(e)  (1)  (D)  of  FIFRA,  as 
amended,  the  i^pllcant  baa  the  unqualified 
light  to  rely  on  the  data  described  above  to 
support  this  application,  without  either  com- 
pen.satlon  to,  or  consent  of,  any  other  person. 
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(ii)  Consent  statement.  Tbe  following 
statraoent,  signed  by  the  person  (s) 
whose  expense  the  data  were  produced, 
must  accompany  each  citation  of  sup¬ 
porting  data  designated  as  fsdling  within 
Data  Category  lU: 

The  undersigned  Uereby  hrerocably  con¬ 
sents  to  the  Administrator’s  consideration  of 
the  data  described  above  In  support  ot  the 
identified  i4>pUcatloii.  The  undersigned  here¬ 
by  certifies  that,  to  the  best  of  his  knowledge 
aind  belief,  for  the  purposes  of  section  S(e) 
(1)(D)  of  FIFRA,  as  amended,  there  Is  no 
other  person  whose  consent  to  the  use  ot 
this  data  is  required. 

(iii)  Offer  to  pay  reasonable  compen¬ 
sation.  The  following  statement,  si^ied 
by  the  aiH>llcant,  must  accompany  each 
citation  of  supporting  data  designated  as 
falling  within  Data  Category  IV : 

The  undersigned  hereby  offsre  to  pay.  to 
the  extent  provided  la  section  S(c)  (1)  (D>  ot 
FIFRA,  as  amended,  and  the  regulations 
thereunder,  compensation  la  the  amount  and 
on  the  terms  determined  by  the  Adminis¬ 
trator  or  the  appropriate  fed^al  court  to 
be  reasonable  imder  the  circumstances  for 
use  of  the  data  described  above  to  support 
this  application.  The  undersigned  further 
certifies  that  this  offer  has  been  made  direct¬ 
ly  to  each  person  known  by  the  unde  reigned 
to  be  the  pei8on(s)  from  whom  KPA  re¬ 
ceived  this  data  for  the  first  time  In  support 
of  an  application  on  or  after  January  1, 
1970,  thereby  provMttng  them  notice  of  hli 
intent  to  rdy  on  the  data. 

(c)  Public  notice  of  receipt  of  applica¬ 
tion.  When  the  Agency  rec^ves  an  appU- 
catlon  for  registration  udilch  Includes 
any  citation  of  supporting  data  stated  to 
fan  within  Data  Category  IV,  the  Agency 
shaU  publish  In  the  Pboekal  Racism 
a  notice  of  the  receipt  of  such  an  ap¬ 
plication.  The  notice  shall  state; 

(1)  The  name  and  address  the  ap¬ 
plicant; 

(3)  Ihe  ldentlf3dng  niunber  of  the  ap¬ 
plication  ; 

(3)  A  specific  identification  of  each 
Item  of  t^t  data  falling  within  Data 
Category  IV  cited  by  the  applicant;  end 

(4)  Ihe  address  of  the  EPA  ojQ9ce  to 
which  a  prdhnlnary  claim  should  be 
sent  under  paragrai^  (d)  of  this  section. 

(d)  Procedure  for  filing  preUminarg 
claim  for  compensation.  Any  person  may 
file  a  preliminary  claim  for  compensation 
in  accordance  with  this  paragrai^.  A 
prdiminary  claim  shaU  be  personally  de¬ 
livered.  or  mailed  by  certified  mail,  return 
receipt  requested,  within  60  calendar 
days  from  the  date  of  publication  in  the 
Federal  Register  of  the  notice  prescribed 
by  paragrairti  (c)  of  this  section,  to  the 
applicant  and  to  the  EPA  office  desig¬ 
nated  in  the  Federal  Register  notice.  A 
preliminary  claim  shall  be  in  writing, 
and  shall  state: 

(1)  The  name  and  address  of  the 
claimant; 

(2)  The  name  and  address  of  the  ap¬ 
plicant  against  whom  the  claim  is  filed; 

(3)  The  EPA  file  symbol  or  EPA  xeg- 
istratioQ  number  pertaining  to  the  ap¬ 
plication  in  suKX)rt  of  which  the  item  of 
data  has  been  dted  without  permission 
of  the  claimant; 
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(4)  TIm  foOowing  Infonnatlon,  wilh 
respect  to  each  Item  of  data  to  whldi  tba 
jH’eUmlnary  dalin  appUes; 

U)  The  EPA  file  cymbol.  EPA  regto- 
tration  number,  experimental  use  per¬ 
mit  number,  or  tolerapce  petition  num¬ 
ber  associated  wUh  the  original  submis¬ 
sion  of  the  item  of  data  to  the  Agency 
by  the  claimant; 

(II)  The  date  of  submission  of  the  item 
of  data;  and 

(III)  The  EPA  Data  Catalog  Number 
assigned  to  the  item  of  data,  or,  tf  no 
such  number  Is  known  to  have  been  aa- 
slgned,  the  name  and  afflliation  of  the 
person  who  performed  the  test,  the 
date(s)  the  test  was  performed,  the 
identity  of  the  substance  tested,  and  a 
descriptkm  which  was  performed;  and 

(5)  A  certification  that  the  pwJtmtnary 
claim  has  been  delivered  to  the  mgill- 
cant  and  to  EPA. 

(e)  Bequest  to  dekty  approval  of  ap- 
pUcedUm.  An  iUK>llcant  may  request  the 
Agency  to  withhold  wroval  (tf  his  I4>- 
pUeatlon,  In  order  to  allow  time  for  him 
to  become  aware  of  any  claims  which 
may  be  filed  and  conduct  negotiations 
with  other  persons  ccmcemlng  pas^ent 
(tf  reasonsible  conuiaisation.  Such  a  re¬ 
quest  shall  be  granted  unless  the  Agency 
finds  that  granting  the  request  would  Im¬ 
pair  efficient  administration  of  the  Act. 

(f)  Notice  to  cWmants  of  approval  of 
appUcations.  When  the  Administrator 
sqjproves  an  application,  he  shall  furnish 
written  notice  of  the  ai^xroval  to  each 
pers(m  who  has  filed  a  prdlmlnary  claim 
pertaining  to  the  iq;>itflcatian. 

(f )  Rules  of  practice  governing  Agency 
hearings  on  claims:  sohen  asid  sohere  fi¬ 
nal  ekfim  must  be  filed.  (1)  The  Rules  of 
Practice  governing  Agency  hearings  on 
claims  under  Section  3(c)  (1)  (D)  of  the 
Act  for  compensation  for  consideration 
of  data  In  suHxxrt  of  applications  appear 
at  Part  173  of  this  chapter. 

(2)  Any  person  who  wishes  the  Admin¬ 
istrator  to  determine  the  amount  of  com¬ 
pensation  to  which  he  Is  entitled  under 
Section  3(c)  (1)  (D)  of  the  Act  shaU  file 
a  final  claim  with  the  Hearing  CUerii  (A- 
llOK  Envlr(mmental  Protection  Agency, 
401  M  Street  SW..  Washington.  D.C. 
20460.  A  copy  shaU  be  sent  to  the  f^ll- 
cant  who  has  cited  the  item  of  data  in 
sunx^  of  an  application. 

(3)  A  final  claim  under  this  paragraph 
must  be  received  by  the  Hearing  Clerk 
not  later  than  the  90th  calendar  day 
following  the  claimant’s  receipt  (tf  the 
notice  of  approval  of  an  application  pre¬ 
scribed  by  paragraph  (f )  of  this  section, 
except  as  otherwise  provided  in  the 
Rules  of  Practice. 

(4)  The  Rules  of  Practice  should  be 
consulted  concerning  aU  matters  perti¬ 
nent  to  the  final  claim  and  the  proce¬ 
dures  for  determination,  including  the 
contents  of  the  claim  and  the  persons  on 
whom  it  should  be  served. 

(h)  Prerequisites  to  determination  of 
amount  of  entitlement.  In  accordance 
with  the  Rules  of  Practice  at  Part  173 
of  this  chapter,  the  Administrator  or 
the  Administrative  Law  Judge  shaU  de¬ 


termine  the  amount  of  reasonehle  com¬ 
pensation  due  a  claimant  If  he  first 
finds: 

(1)  That  the  claimant  has  satisfied 
the  requirements  of  paragraph  (d)  of 
this  section,  or  has  ^own  good  cause 
for  his  failure  to  do  so; 

(2)  That  there  has  been  compliance 
with  the  iq>pUcable  provisions  of  the 
Rules  of  Practice  at  Part  173  of  this 
chapter; 

(3)  That  the  Item  of  data  In  qfues- 
tlon  was  produced  at  the  expense  of  the 
claimant; 

(4)  That  the  Item  of  data  In  questkm 
was  considered  In  support  of  the  appli¬ 
cation  without  the  permission  of  the 
claimant;  and 

(5)  That  the  it«B  of  data  was 
either — 

(U  (A)  Submitted  to  ET>A  by  the  claim¬ 
ant  for  the  first  time  on  or  after  Jan¬ 
uary  1.  1970,  In  support  of  his  applica¬ 
tion,  iuid  (B)  subsequently  considered 
In  support  of  another  person’s  applica¬ 
tion  which  was  submitted  to  EPA  after 
October  21.  1972,  and  which  was  ap¬ 
proved  on  or  after  November  28, 1975;  or 

(11)  (A)  Submitted  to  EPA  by  the 
claimant  for  the  first  time  on  or  after 
October  21,  1972,  In  support  of  his  ap- 
pllcatl(m.  and  (B)  subsequently  consid¬ 
ered  in  s(a>port  (tf  another  person’s  ap¬ 
plication  which  was  submitted  to  EPA 
on  or  after  November  19, 1973,  and  which 
was  approved  before  November  28,  1975. 

(6)  In  the  case  of  a  claim  received 
prior  to  the  effective  date  of  this  section, 
which  pertains  to  an  appUcstion  required 
by  paragraphs  (h)  (1)  and  (5)  of  this 
section  shaU  be  made  In  accordance  with 
paragraph  (n)  (1)  of  this  section. 

(1)  Amount  of  entitlement:  terms  and 
conditions  of  compensation.  The  Admin¬ 
istrator  or  the  Adnfinlstrative  Law  Judge 
may  make  such  determination  concern¬ 
ing  the  amount,  terms,  and  conditions  of 
compensation  as  he  finds  reasonable 
under  the  circumstances,  equitable  to  the 
parties,  and  permitted  by  the  law,  and 
may  consider  any  factors  which  he  con¬ 
siders  relevant  to  this  determination. 

(j)  Transfer  of  registration.  If  a  final 
rixim  for  compensation  is  filed  with  re¬ 
spect  to  a  registration,  no  sale,  assign¬ 
ment.  or  other  transfer  of  the  registra- 
tkm  shall  be  recorded  by  the  Agency  on 
its  registration  records  before  all  claims 
with  respect  to  such  application  have 
been  determined  by  the  Agency  and  any 
opportunity  for  appeal  therefrom  has  ex¬ 
pired  or  been  exhausted,  unless: 

(1)  The  claimant  consents  in  writing 
to  such  recording  of  the  sale,  assignment 
or  transfer;  or 

(2)  The  party  to  whom  such  sale,  as¬ 
signment  or  transfer  is  made  executes 
an  assumption  of  liability  with  respect 
to  such  claim. 

(k)  Data  which  may  be  entitled  to  con¬ 
fidential  treatment  under  section  10  of 
the  Act. — (1)  No  data  first  submitted  in 
support  of  an  application  for  registra- 
tkm  on  or  after  January  1.  1970,  shall 
be  considered  by  the  AdmffiJstrat(^  in 
support  of  another  application  without 


FCDERAL  MGISTER,  VOL  42,  NO.  118 — MONDAY.  JUN€  20,  1977 


PK>fOSH>  MMS 


31289 


the  written  cooseitt  of  the  original  sub¬ 
mitter.  unless  end  until  It  Is  found  fa>  be 
available  to  the  public  under  Part  2  of 
this  chapt^. 

(2)  Wboiever  EPA  receives  a  Support¬ 
ing  Data  Citation  form,  the  Office  of  Pes¬ 
ticide  Programs  shall  tnitiate  the  pro¬ 
cedure  xuuicr  Subpart  B  of  Part  2  of  this 
chapter,  for  determining  whether  the 
cited  data  is  available  to  the  puldlc  or  is 
entitled  to  confldoitlal  treatasent. 

(l)  Effective  date  of  this  section.  This 
§  162.9  shall  be  effective  on  and  after  [30 
days  after  publication  in  the  Febbral 
Register  of  ^e  final  rulel.  notwithstand¬ 
ing  §  162.23. 

(m)  Peniino  applicatkms.  Nbtwlth- 
standing  i  162.23,  no  application  sob- 
mitted  to.  but  not  approved  by  the 
Agency  before  [effective  date!  will  be  ap¬ 
proved  by  EPA  mttfl  the  applicant  has 
modified  the  application  to  conuiiy  wttti 
paragrai^  (b>  at  this  seetton.  'Ria  pro¬ 
visions  of  this  section  will  apply  with  re¬ 
spect  to  any  such  modiftrd  application 
received  by  the  Agency. 

(n)  Penihno  ektbns. — fl)  Pending 
'Claims  pertaining  to  mppUemtione  ap¬ 
proved  before  the  effee^ve  date.  Any 
claim  received  by  the  Agency  before  the 
effective  date  of  this  seetioa  which  per¬ 
tains  to  an  application  mproved  before 
that  date  shall  be  regarded  as  a  pre¬ 
liminary  clsdm  for  compensation  under 
this  section.  The  Adaslnlstrator  shall 
notify  each  person  who.  has  siibmKted 
such  a  claim  that  the  appileatlen  In  (fues- 
tlon  has  been  approved:  for  the  purposes 
of  paragraph  (g)  f3>  of  this  section,  such 
notice  shall  be  regarded  as  the  notice 
required  by  paragraph  (f )  of  this  section. 
The  farther  processing  of  such  claims 
shall  comply  with  this  scctien  and  with 
Part  173  of  this  chapter,  except  that: 

(1)  In  making  the  determination  re¬ 
quired  by  paragrai^i  (h)  (1)  of  this  sec¬ 
tion,  paragraph  [d>  of  this  section  diall 
not  api^y  and  the  comparaMe  provisions 
of  the  “Interim  PoHcy  Statement  Con¬ 
cerning  Consideration  of  Data  by  tiie 
Administrator  hi  Support  of  im  Api^ca- 
tion  for  Registration*  (38  PR  31862,  No¬ 
vember  19,  1973)  Shan  apply  in  lieu 
thereof;  and 

(11)  In  making  the  determination  re¬ 
quired  by  paragraph  (h)  (5)  of  this  sec¬ 
tion,  paragraph  (a)  (7)  of  this  section 
shall  not  apply  and  the  Administrative 
Law  Judge  or  the  Administrator  shaU 
determine,  on  a  case-by-case  basis, 
whether  or  not  the  item  of  data  was  con¬ 
sidered  in  support  of  the  application 
without  the  claimant’s  consent. 

(2)  Other  pending  claims.  The  Agency- 
will  make  no  determinations  eff  the 
amount,  if  any.  due  to  claimants  based 
on  claims  filed  with  the  Agency  prior  .to 
(the  effective  date  of  this  sectlcm),  ex¬ 
cept  as  provided  in  paragraph  (n)  (1)  of 
this  section.  Paragraph  (m)  of  this  sec¬ 
tion  states  that  before  the  Agency  ap¬ 
proves  any  application  pending  before 
the  Agency  on  the  effective  date  of  this 
section,  the  applicant  must  modify  his 
application  to  c<mform  with  paragraph 

(b)  of  this  section.  The  Agency  win  then 
publish  notice  of  the  receipt  of  such  a 


modified  apidlcation  under  pangnph 

(c)  of  this  section.  At  that  time  seaa 
person  may  file  a  preliminary  claim  with 
respect  to  the  modified  s^ipUcatioti,  hi 
accordance  with  the  provielons  of  para¬ 
graph  (d)  of  this  section. 

2.  It  is  proposed  to  estahUah  a  new  40 
CPR  Part  173  to  read  as  follows: 

PART  173— RULES  OF  PRACTICE  GOV- 
.ERNING  HEARINGS  UNDER  SECTION 
3<C><1)<1’)  OF  THE  FEDERAL  INSECTI- 
aOE,  FUNGICtOE  AND  ROOENTICIDE 
ACT.  AS  AMENDED,  FOR  COMPENSA¬ 
TION  FOB  USE  OF  DATA  PREVtOUSLY 
SUBMITTED  IN  SUPPORT  OF  AN  APPU- 
CATION  FOR  REGISTRATION 

GBKWUa. 

See. 

173.1  Scop*. 

173.3  Um  of  number  and  gender. 

173J  Definitions. 

175.4  Filing  and  Service. 
r73.5  Time. 

173.5  Bz  pcote  dtseuaekm. 

COMIIKNGKUKMT  OF  PrOCUDIMOS 

17B.7  Commeacenwat  oi  rrorealtniiR 
I'ti  A  Answer  to  tbs  Final  Qatan. 

ADMzmsTRsnvn  Law  Jdkb 

173.9  Qualifications  and  dutlw  of  Admin¬ 

istrative  Law  Judge. 

JUDICIAL  Omewe 

173.10  Quallflcatlena  and  functions  of  Judi¬ 

cial  Ofileer. 

APPCARAMCSa,  iMTSaVSNTION  AMS 
CONSOLIDATIOM 

173.11  Appearaorea 

173.13  Intervantlon. 

173.13  CoosoUdatloa  and  aeveranoa 

Monona 

173.14  Mottona. 

PanHRAiiwo  Paocaonea 

173.15  Prebearlng  Oonfisrenoe. 

173.13  Prehearing  CerreapondeBea. 

Hbarivo  PaociDURaa 

173.17  SchedultBg  of  Bearing 
173.13  Bvldenaa. 

173.19  Objections  and  offers  of  preof. 

173A0  Burden  ot  presentation;  Burden  of 
persuasion. 

173A1  Filing  of  tranjBcrlpta. 

173.33  Filing  of  briefs,  proposed  endings  of 
fact  and  eoncluslons  of  law  and 
prc^iosed  order. 

Accelbhatko  oa  iMrriAxnD  Dbcisiom 

173.33  Accelerated  Decision. 

173A4  Initial  Declston. 

Appeals  and  Administrative  Review 

173.25  Appeal  from  or  review  of  Interlocu¬ 
tory  orders  or  rulings. 

173.25  Appeal  trom  or  review  of  Initial  de¬ 
cisions. 

173.27  Final  order. 

Motion  to  R^onsideb 

173.28  Motion  to  reopen  bearlnga;  to  rehear 

or  reargue  proceedtnga;  or  to  re¬ 
consider  a  final  order. 

173.29  Procedure  fbr  disposition  of  mo¬ 

tions. 

Authoutt:  See.  3  (c)(1)(D)  and  25,  Fed¬ 
eral  Insecticide,  Fungicide,  and  Rodentlclde 
Act,  as  amended  85  Stat.  973,  89  Stat.  755.  7 
UB.C.  135  et  seq. 


Obmbral 

8  173.1  Scope. 

(A)  These  nilee  of  practice  shall 
govern  all  proceedings  conducted  under 
section  2(c)  (1)  (D)  of  the  Federal  Insec¬ 
ticide.  Fungicide,  and  Rodentietde  Act,  as 
amesided.  7  UJB.C.  136(a)  (c)  (1)  (D) ,  for 
compensation  for  use  of  data  previously 
submitted  in  suppfxt  of  an  application 
for  registration  of  a  pesticide. 

(b)  In  the  abecnce  of  specific  provi¬ 
sions  in  these  mles,  and  where  appro¬ 
priate.  questions  arising  at  any  stage  of 
the  proceeding  shall  be  resoled  ed  the 
discretion  of  the  Administrative  Law 
Judge  or  of  the  Admlnistratm*  as  ap¬ 
propriate  pursuant  to  the  provltions  of 
§  17S.14(c). 

§  173k2  LIsc  of  nwmber  amd  grwdav. 

As  used  in  this  part,  a  word  In  the 
singular  number  shall  be  deemed  to  im¬ 
port  the  plural  and  words  in  the  maacu- 
line  gencler  shall  be  deemed  to  Import 
the  feminine  and  vice  versa,  as  the  case 
may  require. 

§  1733  DwEniaiawi  ' 

For  the  purposes  of  tills  part: 

(a)  “Act”  means  the  Federal  Insecti¬ 
cide.  Fungicide,  and  Bodenticlde  Act,  as 
asoended  (48  Stat.  972.  84  Stat,  756.  7 
U.aC.lSAetseiU. 

(b)  “Adaslntitrative  Laar  Judge” 
means  an  AdminMrative  Law  Judge  ap¬ 
pointed  pursuant  to  6  UBX:.  3146  (see 
also  6  CPR  Part  939.  aa  aaoided) ,  and 
such  term  Is  synonymous  with  the  term 
“Hearing  Bxamtner”  as  used  in  the  Act 
or  in  the  United  States  Code. 

(e)  “Administrator”  means  the  Ad¬ 
ministrator  of  the  Agency,  or  any  officer 
or  cmpkiyee  thereof  to  whom  authortty 
has  heretofore  been  delegated,  or  to 
whom  authority  may  hereafter  be  dele¬ 
gated,  to  act  in  his  stead.  Where  the 
Administrator  has  delegated  aathm-ity 
to  the  Judicial  Officer  the  term  “Ad- 
saintatrator”  shall  be  interchangeable 
with  the  tmn  “Judicial  Officer.” 

(d)  “Agency”,  unless  otherwise  speci¬ 
fied,  means  ^e  UBlted  States  Evlron- 
nsental  Protection  Agency. 

(e)  “Claimant”  means  a  person  as¬ 
serting  a  claim  for  ccxnpensation  under 
these  rules. 

(f)  “Director”  means  Director,  Regis¬ 
tration  Division,  Office  of  Pesticide 
Programs,  Environmental  Protection 
Agency,  ot  any  officer  or  emF>loyee  of  the 
Agency  to  whom  authority  has  been  or 
may  hereafter  be  lawfully  delegated  to 
act  in  his  stead. 

(g)  “Hearing  Clerk”  means  the  Hear¬ 
ing  Clerk,  EnviTOTimental  Protection 
Agency,  Washington.  D.C.  20460. 

(h)  The  term  “Initial  Decision”  means 
the  decision  of  the  Administrative  Law 
Judge  supported  by  findings  of  fact  and 
conclusions  regarding  all  material  is¬ 
sues  of  law,  fact,  or  discretion,  as  well 
as  reasons  therefor. 

(1)  “Intenrenor”  means  a  person 
granted  leave  to  intervene  pursuant  to 
S  173.12. 
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(j)  “Judicial  Oflacer”  means  an  officer 
or  employee  of  the  Agency  designated  to 
act  for  the  Administrator. 

(k)  “Party”  means  claimant,  respond¬ 
ent,  or  intervenor. 

(l)  “Person”  Includes  any  individual, 
partnership,  association,  corporatlcm, 
state  or  political  subdivision  thereof,  and 
any  organized  group  of  persons,  whether 
lncorix)rated  or  not. 

(m)  “Preliminary  Claim  for  Compen- 
satlmi”  means  the  notice  of  intent  to  file 
a  claim  for  compensation  which  was  filed 
with  the  Dl^tor,  pursuant  to  §  162.9(d) 
of  this  chapter. 

(n)  “Respondent”  means  the  person 
against  whmn  a  claim  for  compensation 
is  made  imder  section  3(c)  (1)  (D)  of  the 
Act. 

Terms  defined  in  the  Act  and  not  ex¬ 
plicitly  defined  herein  shall  have  the 
meanings  given  In  the  Act. 

S  173.4  Filing  and  service. 

(a)  An  documents  or  pitf>ers  required 
or  authorized  to  be  filed,  diafi  be  filed 
with  the  Hearing  Clerk,  and  except  as 
otherwise  herein  provided,  shaU  bear  the 
c{q;>tlon  of  the  case  and  the  docket  num¬ 
ber.  An  original  and  two  c(H>ies  of  an 
documents  shaU  be  filed  with  the  Hear¬ 
ing  CleA.  At  the  same  time  that  a  party 
files  documents  or  papers  with  the  Hear¬ 
ing  Clerk,  the  par^  shaU  serve  upon  aU 
other  parties  c<vles  thereof,  with  a  cer¬ 
tificate  of  service  on  or  attached  to  each 
document  or  paper.  Including  those  filed 
with  tb«  Hearing  Clerk.  If  a  party  is 
repres^ted  by  counsel  or  other  r^re- 
sentatlve,  service  shaU  be  made  on  such 
representative.  Service  may  be  made  per- 
sonidly  or  by  regular  mall,  and  tf  made 
by  maU  shaU  be  deemed  comidete  on 
mailing.  If  filing  is  accomplished  by  maU 
addressed  to  the  Hearing  Clerk,  filing 
shaU  be  deemed  timely  If  the  papers  are 
postmarked  on  the  due  date. 

(b)  AU  orders,  decisions,  or  other  doc- 
vunents  made  or  signed  by  the  Admin¬ 
istrative  Law  Judge,  the  Judicial  Office:, 
or  the  Administrator  shaU  be  filed  with 
the  Hearing  Clerk.  The  Hearing  Clerk 
shaU  Immediately  serve  aU  parties  with 
a  copy  of  such  order,  decision,  or  other 
document. 

(c)  AU  papers  and  documents  on  file 
in  a  proceeding  shaU  be  available  for 
pubUc  inspection  at  the  Office  of  the 
Hearing  Clerk  except  as  otherwise  di¬ 
rected  by  the  Administrative  Law  Judge, 
the  Judicial  Officer,  or  Administrator,  as 
may  be  appropriate. 

§  173.5  Time. 

(a)  Computation.  In  computing  any 
period  of  time  prescribed  or  aUowed  by 
these  rules,  except  as  otherwise  pro¬ 
vided,  the  day  of  the  act,  event,  or  de¬ 
fault  from  which  the  designated  period 
of  time  begins  to  run  shaU  not  be  in¬ 
cluded.  Saturdays,  Sundays,  and  legal 
holidays  shaU  be  included  in  computing 
the  time  aUowed  for  the  filing  of  any 
document  or  paper,  except  that  when 
such  time  expires  on  a  Saturday,  Sunday, 
or  legal  holiday,  such  period  shall  be 
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extended  to  Include  the  next  foUowing 
business  day. 

(b)  £nlarpemenf.  When  by  these  rules 
or  by  order  of  the  Administrative 
Law  Judge,  the  Judicial  Officer  or  the 
AdmlnlstratcM*,  an  act  Is  required  or  al¬ 
lowed  to  be  done  at  or  within  a  specified 
time,  the  Administrative  Law  Judge  (be¬ 
fore  his  Initial  decislmi  Is  filed),  or  the 
Judicial  Officer,  the  Administrator 
(after  the  Administrative  Law  Judge’s 
Initial  declslcm)  for  good  cause  shown 
may  at  any  time  In  his  discretion  (1) 
with  or  without  motion  or  notice,  order 
the  period  enlarged  If  request  therefca:, 
which  may  be  made  ex  parte.  Is  made 
bef  me  the  expiration  of  the  period  orlg- 
InaUy  prescribed  or  as  extended  by  a 
previous  order,  or  (2)  mi  motion  made 
after  the  expiration  ot  the  specified  pe¬ 
riod,  permit  the  act  to  be  done  where 
the  faUure  to  act  was  the  result  of  ex¬ 
cusable  neglect  or  other  good  cause. 

(c)  Additional  time  after  tervice  bf 
mail.  A  prescribed  period  of  time  within 
which  a  party  Is  required  or  permitted 
to  do  an  act  shaU  be  computed  frmn  the 
time  of  service,  except  that  when  the 
service  Is  made  by  mall,  three  (3)  days 
ShaU  be  added  to  the  prescribed  period. 

S  173.6  Ex  parte  dwcosutm. 

At  no  stage  of  a  proceeding  shaU  the 
Administrator,  the  Judicial  Officer,  or 
the  Administrative  Law  Judge  discuss 
ex  parte  the  merits  ot  the  proceeding 
with  any  party  or  with  any  person  who 
has  bemi  connected  with  the  preparation 
or  presentation  of  the  proceeding  as  an 
advocate,  or  In  an  Investigative  or  ex¬ 
pert  eiq>aclty,  or  with  any  representa¬ 
tive  ot  such  persmi:  Provided,  however. 
That  the  Administrator,  the  Judicial  Of¬ 
ficer,  or  the  Administrative  Law  Judge 
may  discuss  the  merits  the  case  with 
any  such  persmi  If  aU  parties  to  the  pro¬ 
ceeding,  or  their  representatives  have 
been  given  reasonable  notice  and  oppor¬ 
tunity  to  be  present.  Any  memorandum 
or  oUier  communicatlmi  addressed  to  the 
Administrator,  the  Judicial  Officer,  or 
the  Administrative  Law  Judge  during  the 
pendency  of  the  proceeding,  and  relating 
to  the  merits  thereof,  by  or  on  behalf  of 
any  party,  shaU  be  regarded  as  argument 
made  In  the  proceeding.  The  Adminis¬ 
trator,  the  Judicial  Officer,  or  the  Ad¬ 
ministrative  Law  Judge  shall  cause  any 
such  communication  to  be  filed  with  the 
Hearing  Clerk  and  served  upon  all  other 
parties  to  the  proceeding  who  wUl  be 
given  the  opportunity  to  file  an  answer 
thereto. 

Commencement  of  Proceeding 
§  173.7  Comnienceniont  of  proceeding. 

(a)  Filing  a  claim  for  compensation. 
A  claim  for  compensation  must  be  filed 
with  the  Hearing  (Tleik  and  served  upon 
the  respondent,  in  accordance  with 
S  173.04.  The  Hearing  Clerk  shaU  assign 
a  FIFRA  CX)MP.  docket  number.  The 
Chief  Administrative  Law  Judge  shaU 
assign  himself  or  another  Administra¬ 
tive  Law  Judge  to  conduct  the  proceed¬ 
ing  and  the  Chief  Administrative  Law 


Judge  or  his  designee  shaU  notify  the 
parties  that  such  assignment  has  been 
made. 

(b)  Time  for  filing.  A  final  claim  un¬ 
der  this  section  must  be  received  by  the 
Hearing  Clerk  not  later  than  the  90th 
calendar  day  foUowlng  the  claimant’s 
receipt  of  the  notice  of  approval  of  an 
appUcatlon  prescribed  by  S  162.9(b)  of 
this  chapter. 

(c)  Contents  of  claim.  A  claim  for 
(Mxnpensatimi  shaU  contain  the  foUow¬ 
lng  Informatimi: 

(1)  A  copy  of  the  preliminary  claim 
fOT  compensation,  filed  pursuant  to 
i  162.9(d)  of  this  chapter; 

(2)  Any  other  relevant  and  material 
oorrespcmdence  with  the  Agency  relating 
to  the  claims; 

(3)  The  amount  ot  compensation 
claimed  and  the  method  of  computing 
Mid  amount,  with  detaUed  Justification 
of  the  amount  claimed  and  method  of 
compMisatlop. 

(4)  A  certlficatlcm  as  to  the  foUowing  : 

(D  Whether  the  Administrator  or  any 

court  has  made  determinations  for  pay¬ 
ment  by  any  other  persons  to  claimant 
for  use  of  the  same  test  data  and,  if  so, 
the  kloitity  of  the  persons  against  wh<xn 
the  for  determinations  were  issued  and 
the  i4}i^catl<»8  registration  for  which 
the  test  data  had  been  used; 

(U)  Whether  any  other  claims  agaiiust 
any  persons  are  pending  before  the 
Agency  or  in  any  court  for  use  of  the 
same  test  data  and.  If  so,  the  Identity 
of  the  persons  against  whom  the  claims 
are  pending  and  the  appUcatlons  for 
registration  on  which  the  claims  are  be¬ 
ing  made; 

(111)  lllUiether  the  claimant  has 
granted  permission  to  persons  other  than 
respondent  to  use  the  test  data  in  sup¬ 
port  of  an  ai^llcation  for  registration 
and.  If  so,  the  identity  of  ttie  persons  to 
whom,  and  the  appUcatlon  for  which, 
the  permlssimi  was  granted  and  the 
amount  of  compensation.  If  any,  agreed 
upon  fm*  the  use  of  the  data.  If  such  per¬ 
mission  was  given  under  written  agree¬ 
ments  or  dociunents  the  claimant  shall 
furnish  copies  thereof. 

(d)  Transmittal  from  the  Director. 
’The  Administrative  Law  Judge  may  at 
his  discretion  direct  the  Director  to 
transmit  any  information  the  Adminis¬ 
trative  Law  Judge  deems  relevant. 
Including: 

(1)  A  copy  of  the  application,  includ¬ 
ing  the  confidential  formula,  other  sup¬ 
porting  data  and/or  the  approved 
labeUng; 

(2)  A  copy  of  any  preliminary  claim 
for  compensation; 

(3)  A  ctw>y  <rf  aU  correspondence  in  the 
Director’s  possessicm  which  relates  to  the 
claim; 

(4)  Information  as  to  the  data  con¬ 
sidered  in  support  of  the  registration. 

The  Administrative  Law  Judge  shall 
order  protective  measures  to  safeguard 
and  restrict  access  to  information  ^- 
titled  to  confidential  treatment  imder 
section  10  of  the  Act.  This  shaU  Include, 
as  may  be  necessary,  withholding  such 
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InformatkB  from  the  pabUe  recant  fit 
the  case  and  other  protecttve  measurea, 
as  set  forth  In  i  IT3.18(a>. 

§  Amwct  to  the  final  daam. 

If  respondent  (a>  contests  any  ma¬ 
terial  fact  alleged  by  claimant,  or  (b> 
contends  that  the  amount  of  comprasa- 
tion  claimed  or  method  of  computation 
is  inappropriate,  or  (c)  contends  that  he 
is  entitled  to  Judgment  as  a  matter  of 
law,  he  shall  file  a  written  answer  to  the 
claim  with  the  Hearing  Clerk.  Any  such 
answer  must  be  filed  within  thirty  (30) 
days  after  service  ot  the  claim  com¬ 
puted  in  accordance  with  S  173.05.  If  the 
respondent  takes  issue  with  the  state¬ 
ment  of  claimant  as  to  the  amount  of 
compensation  claimed  or  method  of  com¬ 
putation,  the  respondent  shall  file  a 
statement  as  to  his  position  as  to  the 
amount  of  reasonable  compensation  and 
detailed  justification  as  to  method  of 
computation. 

Aoministative  Law  Judge 

§  173.9  QuahltcalioiM  and  dutin  of  Ad- 
ministratiTe  Law  Judge. 

(a)  Qualifications.  The  Administrative 
Law  Judge  shall  have  the  qualifications 
required  by  statute.  He  shall  not  decide 
any  matter  in  connection  with  a  proceed¬ 
ing  where  he  has  a  financial  interest  in 
the  subject  matter  of  the  proceeding  or 
in  any  of  the  parties  or  a  relatimshlp 
with  a  party  that  would  make  it  other¬ 
wise  inappropriate  for  him  to  act. 

(b)  Disqualification  of  the  Admin¬ 
istrative  Law  Judge.  (1)  Any  party,  may, 
by  motion  made  to  the  Administrative 
Law  Judge,  as  soon  as  practicaUe,  re¬ 
quest  that  he  disqualify  himself  and 
withdraw  from  the  proce^ing.  The  Ad¬ 
ministrative  Law  Judge  shall  then  rule 
upc«i  the  motKm  and  ^all  upon  request 
of  the  movant,  certify  an  adverse  ruling 
to  the  Administratm*  for  review. 

(c)  Withdrawal  sua  sponte.  The  Ad¬ 
ministrative  Law  Judge  may  at  any  time 
withdraw  from  any  proceeding  in  which 
he  deems  himself  disqualified  for  any 
reason. 

(d)  Power.  Subject  to  review,  as  pro¬ 
vided  elsewhere  in  this  part,  the  Ad¬ 
ministrative  Law  Judge  shaU  have  power 
to  take  actions  and  rmder  decisions  in 
conformity  with  statute  or  in  the  inter¬ 
ests  of  Justice. 

(e)  Absence  or  change  of  the  Admin¬ 
istrative  Law  Judge.  In  the  case  of  the 
absence  or  unavailability  of  the  Admin¬ 
istrative  Law  Judge,  or  his  inability  to 
act,  or  his  removal  by  disqualification  or 
withdrawal,  the  powers  and  duties  to  be 
performed  by  him  under  this  part  In 
connection  with  a  proceeding  assigned  to 
him  may,  unless  otherwise  directed  by 
the  Administrator,  be  assigned  to  another 
Administrative  Law  Judge  so  designated 
to  act  by  the  Chief  Administrative  Law 
Judge,  the  Administrator,  or  the  Judi¬ 
cial  Officer. 

Judicial  Omen 

§  173.10  Qualificatioiu  and  functions 
of  Judicial  Officer. 

(a)  Qualifiemtions,  A  Judicial  Officer 
be  a  permanent  or  temporary  em¬ 


ployee  or  officer  of  the  Agency  s^o  may 
perform  other  duties  for  the  Agoicy. 
Stxdi  Judicial  Officer  diall  not  be  em¬ 
ployed  by  the  Office  of  Pesticide  Pro¬ 
grams  or  have  had  any  connection  with 
the  registration  of  the  pesticides  that  are 
the  subject  of  the  proceeding. 

(b)  Functions.  The  Administrator  may 
delegate  any  or  part  of  his  authority  to 
act  in  a  given  case  to  a  Judicial  Officer. 
The  Administrator  can  separately  dele¬ 
gate  his  authority  to  rule  on  interlocu¬ 
tory  orders  and  motions,  and  may  also 
delegate  his  authority  to  make  findings 
of  fact  and  draw  conclusions  of  law  in 
a  particular  proceeding,  providing  that 
this  delegation  shall  not  preclude  the 
Judicial  Officer  from  referring  any  mo¬ 
tion  or  case  to  the  Administrator  when 
the  Judicial  Officer  determines  such  re¬ 
ferral  to  be  appropriate.  The  Adminis¬ 
trator,  in  deciding  a  case  himself,  may 
consult  with  and  assign  the  preliminary 
drafting  of  conclusions  of  law  and  find¬ 
ings  of  fact  to  any  Judicial  Officer. 

Appearances,  Intervention,  and 
Consolidation 

§  173.11  Appoaranres. 

(a)  Representatives.  Parties  may  ap¬ 
pear  in  person  or  by  counsel  or  other 
representative.  Persons  who  appear  as 
counsel  or  in  a  representative  capacity 
must  conform  to  the  standards  of  ethi¬ 
cal  conduct  required  of  practitioners  be¬ 
fore  the  courts  of  the  United  States. 

(b)  Failure  to  appear  or  respond.  Any 
party  to  the  proceeding,  who  after  being 
duly  notified  and  without  good  cause  be¬ 
ing  shown,  fails  to  appear  at  any  ]xe- 
hearing  conference  under  S  173.15  or 
fails  to  respond  to  correspondence  under 
§  173.16  shall  be  subject  to  whatever  or¬ 
ders  or  determinations  the  Administra¬ 
tive  Law  Judge  may  make  in  his  discre¬ 
tion.  The  failure  of  a  party  to  appear  at 
a  hearing  shall  constitute  a  waiver  of 
the  right  to  pr^ent  evidence  at  such 
hearing.  Where  respondent  falls  to  ap¬ 
pear  at  a  hearing,  the  Administrative  Law 
Judge  shall  require  the  presentation  by 
claimant  of  such  evidence  as  the  Admin¬ 
istrative  Law  Judge  deems  necessary  to 
prepare  an  initial  decision  in  conformity 
to  the  requirements  of  section  3(c)(1) 
(D)  of  the  Act  Upon  conclusion  of  the 
hearing,  the  Administrative  Law  Judge 
shall  cause  a  copy  of  the  Initial  decision 
to  be  served  upon  respondent  as  well  as 
upon  the  other  parties. 

§  173.12  Intervention. 

(a)  Motion.  Any  pers<m  may  file  a  mo¬ 
tion  for  leave  to  intervene  in  any  pro¬ 
ceeding  conducted  under  these  niles  of 
practice.  Such  motion  must  set  forth  the 
grounds  lor  the  proposed  tnterventlim, 
the  position  and  interest  of  movant  in 
the  proceedings,  and  the  likely  imiiact 
that  such  intervention  will  have  on  the 
expeditious  progress  of  the  proceeding. 

(b)  When  filed.  A  motion  for  leave  to 
intervene  in  a  proceeding  must  ordinar¬ 
ily  be  filed  prior  to  the  first  prehearing 
conference  or,  in  the  absence  at  a  pre¬ 
hearing  conference,  prior  to  the  initia¬ 
tion  of  correspondence  pursuant  to 
( 173.16,  or  if  there  is  no  such  corre¬ 


spondence,  prior  to  the  setting  of  a  time 
plaee  for  a  hearing.  Any  motion  filed 
after  that  time  must  include  in  addition 
to  the  Infonnatlon  set  forth  In  paragraph 
(a)  of  this  section,  a  statement  of  good 
cause  lor  the  failure  to  file  in  a  timely 
manner.  Such  motion  for  leave  to  inter¬ 
vene  shall  be  granted  only  upon  a  finding 
that  (1)  extraordinary  circumstances 
justify  the  granting  of  the  motion:  and 
(2)  the  interv^ior  shall  be  bound  by  any 
agreements,  arrangem^ts,  and  other 
matters  previously  made  in  the  proceed¬ 
ing. 

(c)  Disposition.  Leave  to  intervene 
may  be  granted  only  insofar  as  movant 
demonstrates  that  (1)  there  exist  com¬ 
mon  questions  (rf  fact  or  law;  (2)  he  may 
be  adversely  affected  by  a  final  order  of 
the  Administrator;  and  (3)  his  partici¬ 
pation  in  the  case  would  not  imreason- 
ably  broaden  the  issue  regarding  reason¬ 
able  compensation  to  claimant  for  pro¬ 
ducing  the  test  data  in  question,  or  un¬ 
duly  prolong  or  otherwise  prejudice  the 
adjudication  of  the  rights  of  the  original 
parties.  If  leave  is  granted,  the  movant 
shall  thereby  become  a  party  to  the  pro¬ 
ceeding.  Any  party,  or  the  movant  if 
leave  is  denied,  may  request  that  the  rul¬ 
ing  on  any  motion  for  leave  to  intervene 
in  a  proceeding  conducted  under  these 
rules  of  practice  be  certified  on  inter¬ 
locutory  appeal  to  the  Administrator  as 
provided  in  S  173.25(a). 

(d)  Amicus  curiae.  Persons  not  parties 
to  the  proceeding  who  wish  to  file  briefs 
therein  may  upon  good  cause  shown,  so 
move  the  Administrative  Law  Judge  or 
the  Administrator  as  appropriate  pursu¬ 
ant  to  §  173.14(c) .  Such  motion  for  leave 
to  file  briefs  shall  identify  the  interest 
of  the  movant  and  shall  state  the  reasons 
why  the  prcgx)6ed  amicus  brief  is  desir¬ 
able.  In  the  event  such  motion  is  granted, 
the  Administrative  Law  Judge  or  Admin¬ 
istrator  shall  issue  an  order  setting  the 
time  for  filing  such  brief.  An  amicus 
curiae  shall  be  eligible  to  pcu’ticipate  in 
any  briefing  following  the  granting  of 
his  motion,  and  shall  be  served  with  all 
briefs,  reply  briefs,  motions  and  orders 
relating  to  issues  to  be  briefed. 

§  173.13  C«m<ioli<latian  mnd  severance. 

(a)  Consolidation.  The  Chief  Admin¬ 
istrative  Law  Judge  may  by  motion  or 
sua  sponte,  consolidate  any  or  all  mat¬ 
ters  at  issue  in  two  or  more  proceedings 
docketed  imder  these  rules  of  practice 
where  there  exist  common  peuties,  com¬ 
mon  questions  of  fact  and  law,  and  where 
such  consolidation  would  expedite  or  sim¬ 
plify  consideration  of  the  issues.  Consol¬ 
idation  may  also  be  effected  where  sepa¬ 
rate  claims  for  use  of  the  same  test  data 
are  made  against  different  respondents. 
Consolidation  shall  not  prejiidice  any 
rights  granted  parties  to  proceedings 
conducted  under  these  rules  of  practice 
and  shall  not  affect  the  right  of  any  party 
to  raise  issues  that  could  have  been 
raised  if  consolidation  had  not  occurred. 

(b)  Severance.  The  Administrative 
Law  Judge  may,  by  motion  or  sua  sponte, 
for  good  cause  shown  order  any  proceed¬ 
ing  severed  wltti  respect  to  some  or  all 
parties  or  issues. 
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§  173.14  Motions. 

(a)  General.  All  motions,  except  those 
made  ondly  oa  the  record  during  a  hear¬ 
ing.  shall  (1)  be  In  writing;  (2)  state 
with  particularity  the  grounds  tJierefor; 

(3)  set  forth  the  relief  oi  order  sought; 
and  (4)  be  accompanied  by  any  affidavit, 
certificate  or  other  evidence  relied  upon. 
Such  motions  shall  be  served  In  accord¬ 
ance  with  the  provisions  of  §  173.04(a). 

(b)  Response  to  motions.  Except  as 
otherwise  provided  by  the  Administra¬ 
tive  Law  Judge  or  the  Administrator  as 
appropriate  pursuant  to  §  173.14(c),  any 
party  may  fUe  a  response  in  support  of 
or  *ln  opposition  to  any  written  motion 
within  ten  (10)  days  after  service  of  such 
motion.  ITiis  response  shall  be  accom¬ 
panied  by  any  affidavit,  certificate,  or 
other  evidence  relied  upon.  If  no  re¬ 
sponse  is  filed  within  the  designated  pe¬ 
riod,  the  parties  shall  be  deemed  to  have 
waived  any  objection  to  the  granting  of 
the  motion.  The  Administrative  Law 
Judge  or  the  Administrator,  as  appro¬ 
priate  may  set  a  different  time  for  re¬ 
sponse,  or  make  such  other  orders  con¬ 
cerning  the  disposition  of  motions  as  he 
deems  aw>roprlate. 

(c)  Ruling.  The  Administrative  Law 
Judge  shall  rule  upon  all  motions  imtil 
the  Administrative  Law  Judge  has  filed 
an  initial  decision.  TTie  Administrator 
shall  rule  on  all  motions  filed  after  the 
Issuance  of  the  initial  decision. 

Prehearing  Procedures’ 

§173.15  Prehearing  conference. 

(a)  Purpose  of  prehearing  conference. 
When  it  appears  that  such  procedure  wiU 
expedite  the  proceeding,  the  Adminis¬ 
trative  Law  Judge,  at  any  time  prior  to 
the  commencement  of  the  hearing,  may 
request  the  parties  and  their  counsel  or 
other  representative  to  appear  at  a  con¬ 
ference  before  him  to  consider ; 

(1)  The  possibility  of  settlement  of  the 
case; 

(2)  The  simplification  of  Issues  and 
stlpiilatlon  of  facts  not  In  dispute; 

(3)  The  necessity  or  desirability  of 
amending  (h*  supplementing  documents 
In  the  record; 

(4)  The  possibility  of  obtaining  admis¬ 
sions  or  stipulations  of  fact  and  of  docu¬ 
ments  which  will  avoid  unnecessary 
proof; 

(5)  The  limitation  of  the  number  of 
expert  or  other  witnesses; 

(6)  The  setting  of  a  time  and  place 
for  the  public  hearing,  glvra  considera¬ 
tion  to  the  convenience  of  all  parties  and 
to  the  public  Interest;  and 

(7)  Any  other  matters  as  may  expedite 
the  disposition  of  the  proceeding. 

(b)  Exchange  of  witness  lists  and  doc¬ 
uments.  Unless  otherwise  ordered  by  the 
Administrative  Law  Judge  each  party  at 
the  prehearing  ccmference  shall  make 
available  to  each  other  party  the  names 
of  the  expert  and  other  witnesses  he  In¬ 
tends  to  call,  together  with  a  brief  nar¬ 
rative  summary  of  their  expected  testi¬ 
mony  and  copies  of  all  documents  and 
exhibits  which  the  party  Intends  to  In¬ 
troduce  Into  evidence,  which  documents 
shall  be  mariied  for  Identlficatkin  as 
ordered  by  the  Administrative  Law 
Judge.  Thereafter,  witnesses,  documents. 


or  exhibits  may  be  added  and  nara- 
tive  smnmarles  of  expected  teeUmooy 
amended  only  upon  motion  by  a  party 
for  good  cause  shown. 

ic)  Record  of  the  prehearing  confer¬ 
ence:  No  transcript  of  any  prehearing 
conference  shall  be  made  unless  ordered 
upon  motion  of  a  party  or  sua  sponte 
by  the  Administrative  Law  Judge.  In 
the  absence  of  a  transcript,  the  Admin¬ 
istrative  Law  Judge  shall  prepare  and 
file  a  report  of  the  action  t^en  at  such 
conference.  Such  report  shall  Incorpo¬ 
rate  any  writen  stipulations  or  agree¬ 
ments  made  by  the  parties,  all  rulings 
upon  matters  considered  at  such  confer¬ 
ence,  and  appropriate  orders  containing 
directions  to  the  parties.  Such  report 
shall,  as  appropriate,  direct  the  subse¬ 
quent  course  of  the  proceeding,  unless 
modified  by  the  Administrative  Law 
Judge,  on  motion  or  sua  sponte. 

§  173.16  Prt'hearing  correispondence. 

Where  circumstances  render  a  pre- 
hearing  conference  imnecessary  or  im¬ 
practicable.  or  when  the  Administrative 
Law  Judge  decides  that  correspondence 
with  the  parties  may  accomplish  any  of 
the  objectives  of  a  prehearing  conference 
he  may.  on  motion  or  sua  sponte.  request 
the  parties  to  correspond  with  him  for 
the  purpose  of  accomplishing  any  of  the 
objectives  set  forth  in  §  173.15.  The  Ad¬ 
ministrative  Law  Judge  shall  Include 
such  correspondence  as  part  of  the  pro¬ 
ceeding  and  a  written  summary  of  any 
stipulation  or  agreements  reached  by 
means  of  such  correspondence  as  pro¬ 
vided  in  S  173.15(c).  Following  such 
correspondence  the  Administrative  Law 
Judge  may  If  he  considers  it  desirable 
or  necessary  order  a  prehearing  con¬ 
ference  with  the  parties. 

Hearing  Procedures 
§173.17  Scheduling  of  hearing. 

(a)  Notice  of  hearing.  The  Adminis¬ 
trative  Law  Judge  shall  after  considera¬ 
tion  of  the  convenience  of  the  parties, 
serve  upon  the  pcu-ties  a  notice  of  hear¬ 
ing  setting  a  time  and  place  for  such 
hearing. 

(b)  Postponement  of  hearing.  Except 
for  good  cause  shown,  no  request  for 
postp(mement  oi  a  hearing  will  be 
granted.  Such  request  must  be  received 
in  writing  at  least  five  (5)  days  In  ad¬ 
vance  of  the  time  set  for  the  hearing.  In 
case  of  postponement,  the'  hearing  shaU 
be  rescheduled  for  a  date  a.s  early  as 
circumstances  will  permit. 

§  173.18  Evidence. 

(a)  General.  The  Administrative  Law 
Judge  shall  swlmit  all  evidence  which 
Is  relevant,  competent  and  material,  and 
Is  not  unduly  repetitious.  Relevant,  com¬ 
petent,  and  material  evidence  may  be  re¬ 
ceived  at  the  hearing  although  such  evi¬ 
dence  may  be  Inadmissible  under  the 
rules  of  evidence  applicable  to  judicial 
proceedings.  The  weight  to  be  given  all 
evidence  shall  be  determined  by  Its  re¬ 
liability  and  probative  value.  In  the  pres¬ 
entation,  admission,  disposition,  and  use 
of  evidence,  the  Administrative  Law 
Judge  shall  preserve  the  confidentiality 
of  trade  secrets  and  other  privileged 
commercial  and  financial  information. 


pursuant  to  sectlim  10  of  the  Act.  The 
confidential  or  trade  secret  status  of  any 
evidence  shall  not,  however,  preclude  its 
being  Introduced  Into  evidence.  The  Ad¬ 
ministrative  Law  Judge  may  make  such 
orders  as  may  be  necessary  to  consider 
such  evidence  In  camera.  Including  the 
preparation  of  a  supplemental  Initial  de¬ 
cision  to  consider  questions  of  fact  and 
conclusions  regarding  material  Issues  of 
law,  fact,  or  discretion  which  arise  out 
of  that  portion  of  the  evidence  which  Is 
confidential  or  which  includes  trade  se¬ 
crets. 

(b)  Order  to  produce.  For  good  cause, 
motion  or  sua  sponte,  the  Administra¬ 
tive  Law  Judge  may  order  a  peuiiy,  or  an 
officer  or  agent  thereof,  to  produce  tes¬ 
timony,  documents,  or  other  non-privi- 
leged  evidence  and  failing  the  produc¬ 
tion  thereof  without  good  cause  being 
shown,  adverse  inferences  may  be  drawn 
against  such  party. 

(c)  Examination  of  witnesses.  Except 
as  otherwise  provided  In  these  rules  of 
practice  or  by  the  Administrative  Law 
Judge,  witnesses  shall  be  examined  oral¬ 
ly,  under  oath  or  affirmation.  Parties 
shall  have  the  right  to  cross-examine  a 
witness  who  appears  at  the  hearing  pro¬ 
vided  that  such  cross-examination  is  not 
unduly  repetitious. 

(d)  Verified  statements.  The  Adminis¬ 
trative  Law  Judge  may  admit  and  Insert 
into  the  record  as  direct  evidence  In  lieu 
of  oral  testimony,  statements  of  fact  or 
opinion  prepared  by  a  witness.  The  ad¬ 
missibility  of  the  evidence  contained  in 
such  statement  shall  be  subject  to  the 
same  rules  as  if  such  testimony  were 
produced  under  oral  examination.  The 
witness  shall  swear  to  or  affirm  the 
statement  and  shall  be  subject  to  oral 
cross-examination  on  the  contents 
thereof.  Before  any  such  statement  is 
read  or  admitted  into  evidence,  the  wit¬ 
ness  shall  deliver  a  copy  of  the  statement 
to  the  Administrative  Law  Judge,  the 
reporter,  and  other  parties  to  the  pro¬ 
ceeding.  Such  statements  shall  not  be 
admitted  when  It  appesu's  to  the  Ad¬ 
ministrative  Law  Judge  that  the  memory 
or  the  demeanor  of  the  witness  is  of 
Importance. 

(e)  Admissibility.  Evidence  shall  be 
admissible  to  show  that  claimant  has 
agreed  to  accept  payment  from  another 
person  for  use  of  the  test  data  In  ques¬ 
tion  which  was  used  in  support  of  another 
application  for  registration.  Evidence 
shall  also  be  admissible  to  show  that  a 
determination  for  compensation  has  been 
made  by  the  Administrator  or  a  court  in 
favor  of  claimant  against  another  person 
for  use  of  the  test  data  in  question  In 
suppOTt  of  another  application  for  regis¬ 
tration. 

(f)  Exhibits.  Except  where  the  Ad¬ 
ministrative  Law  Judge  finds  It  Imprac¬ 
ticable,  an  original  and  two  copies  of 
each  exhibit  shall  be  filed  at  the  time  the 
exhibit  Is  offered  into  evidence  and  a 
c(^y  shall  be  furnished  to  each  party.  A 
true  copy  of  an  exhibit  may  be  substituted 
for  the  original. 

(g)  Official  notice.  Official  notice  may 
be  taken  of  any  matter  Judicially  noticed 
In  the  Federal  courts,  and  of  ottier  facts 
within  the  specialized  kno\riedge  and  ex- 
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perience  of  the  Agency.  The  parties  shall 
be  given  adequate  opportunity  to  show 
that  such  facts  are  erroneously  noticed. 

173.19-  Objections  and  offers  of  proof. 

I  a »  Objections.  Any  objection  con- 
c?rning  the  conduct  of  the  hearing,  the 
admission  or  rejection  of  evidence,  the 
limitation  of  the  slope  of  any  examina¬ 
tion  orcross-examinatiMi,  or  a  ruling  by 
the  Administrative  Law  Judge,  may  be 
stated  orally  if  on  the  record,  or  in  writ¬ 
ing.  ITie  party  raising  the  objection  must 
supply  a  short  statement  of  the  grounds 
for  the  objection.  The  ruling  and  the 
reasons  given  therefore  by  the  Adminis¬ 
trative  Law  Judge  on  any  objection  shall 
be  a  part  of  the  transcript.  An  automatic 
exception  is  not  waived  by  further  par¬ 
ticipation  in  the  hearing. 

(b>  Offer  of  proof.  Whenever  evidence 
is  excluded  frcnn  the  record,  the  party  of¬ 
fering  such  evidence  may  make  un  offer 
of  proof,  which  shall  be  included  in  the 
transcript.  The  offer  of  proof  for  ex¬ 
cluded  oral  testimony  shall  consist  of  a 
brief  statement  describing  the  nature  of 
the  evidence  excluded.  The  offer  of  proof 
for  excluded  documents  or  exhibits  shall 
consist  of  the  Insertion  in  the  record  of 
the  document(s)  or  exhibit(s>  excluded. 
Where  the  Administrator  decides  the  rul¬ 
ing  of  the  Administrative  Law  Judge  in 
excluding  the  evidence  was  both  errone¬ 
ous  and  predudlcial,  the  hearing  may  be 
reopened  to  permit  the  taking  of  such 
evidence,  or,  where  appropriate,  the  Ad¬ 
ministrator  may  evaluate  such  im¬ 
properly  excluded  evidence  in  preparing 
his  final  order.  In  the  event  that  the  Ad¬ 
ministrator  in  the  preparation  of  his  final 
order  relies  upon  any  evidence  excluded 
at  the  hearing  by  the  Administrative  Law 
Judge,  he  shall  explicitly  identify  in  the 
final  order  any  such  excluded  evidence 
relied  upon  and  his  reasons  therefore. 

§  173.20  Burden  of  presentation;  bur¬ 
den  of  persuasifMi. 

The  claimant  shall  have  the  burden  of 
going  forward  and  the  burden  of  proof 
to  establish  his  entitlement  to  a.  reason¬ 
able  amount  of  compensation  that  re¬ 
spondent  should  pay  for  use  of  the  test 
data  relied  upon.  Each  matter  of  contro¬ 
versy  shall  be  decided  by  the  Administra¬ 
tive  Law  Judge  upon  a  preponderance  of 
the  evidence. 

§173.21  Filing  of  transcripts. 

The  hearing  shall  be  transcribed  ver¬ 
batim.  Promptly  following  the  taking  of 
tlie  last  evidence,  the  reporter  shall 
transmit  to  the  Hearing  Clerk  as  many 
copies  of  the  transcript  of  testimony  as 
are  called  for  in  the  reporter’s  contract 
with  the  Agency,  and  shall  transmit  to 
the  Administrative  Law  Judge  the  orig¬ 
inal  transcript.  A  party  to  the  proceeding 
may  purchase  a  copy  of  the  transcript 
from  the  Hearing  Clerk  upon  payment 
of  the  costs  of  reproduction  of  such 
transcript. 

§  173.22  Filing  of  briefs,  proposed  find¬ 
ings  of  fact  and  conclusions  of  law, 
and  proposed  order. 

Unless  otherwise  ordered  by  the  Ad¬ 
ministrative  Law  Judge,  each  party  may 
within  thirty  (30)  days  after  delivery  of 
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the  transcript  of  a  hearing  to  the  Hear¬ 
ing  Clerk  as  provided  in  §  173.21,  file  with 
the  Hearing  Clerk  and  serve  upon  all 
other  parties,  proposed  findings  of  fact, 
conclusions  regarding  material  issues  of 
law,  fact,  or  discretion,  a  proposed  order 
based  solely  upon  the  record,  and  a  brief 
in  support  thereof,  together  with  refer¬ 
ences  to  relevant  exhibits.  Within  fifteen 
(15)  days  thereafter  each  party  may  file 
a  reply  brief  concerning  matters  con¬ 
tained  in  opposing  briefs  and  containing 
alternative  findings  of  fact,  conclusions 
regarding  material  issues  of  law,  fact,  or 
discretion  and  proposed  orders.  Oral  ar¬ 
gument  may  be  had  at  the  discretion  of 
the  Administrative  Law  Judge  in  motion 
of  any  party  or  sua  sponte. 

Accelerated  or  Initial  Decision 
§  1 73.23  .Vrccicraled  decision. 

(a)  General.  The  Administrative  Law 
Judge  upon  motion  or  sua  sponte,  may 
at  any  time  render  an  accelerated  deci¬ 
sion  in  favor  of  claimant  or  respondent 
as  to  all  or  any  portion  of  the  proceeding, 
without  further  proceedings  or  upon 
such  limited  additional  evidence  such  as 
affidavits  as  he  may  require,  under  any  of 
the  following  conditions: 

( 1  >  Failure  to  state  a  claim  upon  which 
relief  can  be  granted,  or  direct  or  col¬ 
lateral  estoppel; 

(2»  There  is  no  genuine  issue  of  any 
material  fact  and  a  party  is  entitled  to 
judgment  as  a  matter  of  law;  or 

(3)  Such  other  and  further  reasons  as 
are  just. 

tb>  Effect.  (1 1  In  the  event  an  accele¬ 
rated  decision  is  issued  by  the  Adminis¬ 
trative  Law  Judge,  the  decision  shall  be 
treated  for  the  purpose  of  these  rules  of 
practice  in  the  same  manner  as  an  initial 
decision  of  the  Administrative  Law  Judge 
rendered  after  completion  of  a  hearing 
under  §  173.24. 

§  173.24  Initial  decision. 

(a)  Contents  of  initial  decision.  The 
Administrative  Law  Judge  shall  as  soon 
as  practicable  after  the  filing  of  briefs 
evaluate  the  record  before  him,  and  pre¬ 
pare  and  file  his  initial  decision  with 
the  Hearing  Cleric.  The  initial  decision 
shall  contain  his  findings  of  fact,  and 
conclusions  regarding  all  material  issues 
of  law,  fact  or  discretion  including  the 
matters  set  forth  in  9  162.9(h)  of  this 
chapter,  as  well  as  reasons  therefore.  In 
accordance  with  9  162.9(1)  of  this  chap¬ 
ter,  the  initial  decision  shall  make  a  de- 
terminatiem  as  to  the  reasonable  com¬ 
pensation  respondent  must  pay  to  claim¬ 
ant  for  producing  the  test  data  relied 
upon  including  the  amount  and  method 
of  payment,  and  such  other  terms  and 
conditions  as  may  be  reasonable  under 
the  circumstances  and  equitable  to  the 
parties.  In  so  doing,  the  Administrative 
Law  Judge  may  require  the  furnishing 
of  a  bond  or  other  guarantee  of  payment 
by  the  respondent  to  the  claimant. 

(b)  Effect  of  initial  decision.  The  Ini¬ 
tial  decision  of  the  Administrative  Law 
Judge  shall  becMne  the  final  order  of  the 
Administrator  within  forty -five  (45) 
days  after  transmission  thereof  by  the 
Hearing  Clerk  to  the  Administrator  and 
without  further  proceedings  unless  (1) 
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an  appeal  to  the  Administrator  is  taken 
from  it  by  a  party  to  the  proceedings,  or 
(2)  the  Administrator  elects,  sua  sponte, 
to  review  the  Initial  decision. 

Appeals  Ain>  Administrative  Review 

§  173.25  Appeal  from  or  review  of  inter¬ 
locutory  order*  or  rulings. 

(a)  Request  for  interlocutory  appeal. 
Except  as  provided  in  this  section,  ap¬ 
peals  to  the  Administrator  shall  obtain 
as  a  matter  of  right  only  from  an  initial 
decision  of  the  Administrative  Law 
Judge.  Appeals  from  other  orders  or  rul¬ 
ings  shall  lie  only  if  the  Administrative 
Law  Judge,  upon  motion  of  a  party,  cer¬ 
tifies  such  orders  or  rulings  to  the  Ad¬ 
ministrator  OR  appeal..  Requests  to  the 
Administrative  Law  Judge  for  such  cer¬ 
tification  shall  be  filed  in  writing  within 
five  (5)  days  of  notice  of  the  ruling  or 
service  of  the  order  and  shall  state 
briefly  the  grounds  to  be  relied  upon  on 
appeal. 

(b)  Availability  of  interlocutory  ap¬ 
peal.  The  Administrative  Law  Judge  may 
certify  a  ruling  for  appeal  to  the  Ad¬ 
ministrator  when  (1)  the  order  or  rul¬ 
ing  involves  an  important  question  of 
law  or  policy  concerning  which  there  is 
substantial  ground  for  difference  of 
opinions;  and  (2)  either  (i)  an  immedi¬ 
ate  appeal  from  the  order  and  ruling 
will  materially  advance  the  ultimate 
termination  of  the  proceeding,  or  (ii) 
review  after  the  initial  or  accelerated  de¬ 
cision  is  issued  will  be  inadequate  or  in¬ 
effective. 

(c)  Decision.  If  the  Administrator  de¬ 
termines  that  certification  was  impro- 
vidently  granted,  or  if  he  takes  no  ac¬ 
tion  within  twMity  (20)  days  of  the  cer¬ 
tification.  the  appeal  shall  be  deemed 
dismissed.  When  the  Administrative  Law 
Judge  declines  to  certify  an  order  or 
ruling  to  the  Administrator  on  interlocu¬ 
tory  appeal,  it  may  be  reviewed  by  the 
Administrator  only  upon  appeal  from 
the  initial  decision,  except  when  the  Ad¬ 
ministrator  determines,  upon  motion  of 
a  party  and  in  exceptlimal  circum¬ 
stances,  that  to  delay  review  would  be 
deleterious  to  the  public  interest.  Such 
motion  shall  be  made  within  five  (5) 
days  of  service  of  an  order  or  notice  of 
ruling  of  the  Administrative  Law  Judge 
refusing  to  certify  a  ruling  for  inter¬ 
locutory  appeal  to  the  Administrator. 
Ordinarily,  the  interlocutory  appeal  will 
be  decided  on  the  basis  of  the  submis¬ 
sions  made  to  the  Administrative  Law 
Judge.  The  Administrator  may,  how¬ 
ever,  allow  further  briefs  and  oral  argu¬ 
ment. 

(d)  Stay  of  proceedings.  The  Adminis¬ 
trative  Law  Judge  may  stay  the  pro¬ 
ceedings  pending  a  decision  by  the  Ad¬ 
ministrator  upon  an  order  of  ruling  cer¬ 
tified  by  the  Administrative  Law  Judge 
for  an  interlocutory  appeal,  or  upon  the 
denial  of  such  a  certification  by  the  Ad¬ 
ministrative  Law  Judge.  Except  in  ex¬ 
traordinary  circumstances  proceedings 
will  not  be  stayed. 

§  173.26  Appeal  from  or  review  of  in¬ 
itial  decision*. 

(a)  Exceptions  and  request  for  oral 
argument.  (1)  Within  twenty  (20)  days 
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after  service  of  the  Administrative  Law 
Judge’s  Initial  decision,  any  party  may 
take  exception  to  any  matter  set  forth 
In  such  decision  or  to  any  adverse  order 
or  ruling  to  which  he  objected  during 
the  hearing  and  may  appeal  such  excep¬ 
tions  to  the  Administrator.  Appeal  may 
be  made  by  filing  exceptions  in  writing 
with  the  Hearing  Clerk.  Such  exceptions 
shall  contain  alternative  findings  of 
fact,  conclasions  regarding  material  Is¬ 
sues  of  law,  fact  or  discretion  and  a  pro- 
ix)sed  order  together  with  references  to 
the  relevant  pages  of  the  record  and 
Initial  decision.  A  copy  of  each  such  doc¬ 
ument  taking  exception  to  the  initial 
decision  shall  be  served  upon  each  other 
party  and  amicus  curial.  Within  the 
same  period  of  time  each  party  filing  ex¬ 
ceptions  and  amicus  curiae  shall  file 
with  the  Hearing  Clerk  and  shall  serve 
upon  all  i>arties  a  brief  concealing  each 
of  the  exceptions  being  appealed.  The 
party  shall  include  in  its  brief,  page  ref¬ 
erences  to  the  relevant  portions  of  the 
record  and  to  the  Administrative  Law 
Judge’s  initial  decision. 

(2)  Within  ten  (10)  days  of  the  serv¬ 
ice  of  exceptions  and  briefs  imder  para¬ 
graph  Ca)(l)  of  this  section,  any  other 
party  or  amicus  curiae  may  file  and 
serve  a  reply  brief  responding  to  ex¬ 
ceptions  or  arguments  raised  by  any 
party,  together  with  references  to  the 
relevant  portions  of  the  record,  initial 
decision,  or  opposing  brief.  Reply  briefs 
shall  not,  however,  raise  additional 
exceptions. 

(b)  SvM  sponte  review  by  Administra¬ 
tor.  Whenever  the  Administrator  deter¬ 
mines  sua  sponte  to  review  an  initial 
decision,  notice  of  such  intention  shall 
be  served  upon  the  parties  by  the  Hear¬ 
ing  Clerk  within  forty-five  (45)  days 
after  the  date  of  service  of  the  initial 
decision.  Such  notice  shall  Include  a 
statement  of  issues  to  be  briefed  by  the 
parties  and  a  time  schedule  for  the  serv¬ 
ice  .and  filing  of  briefs. 

(c)  Scope  of  appeal  or  review.  Except 
when  the  Administrator  determines  that 
additional  issues  should  be  argued,  the 
appeal  of  the  initial  decision  shall  be  lim¬ 
ited  to  the  issues  raised  by  appellant. 
Where  it  is  determined  that  additional 
Issues  should  be  argued,  counsel  for  the 
parties  shall  be  given  reasonable  writ¬ 
ten  notice  of  such  determination  to  per¬ 
mit  preparation  of  adequate  argument. 

(d)  Argument  before  the  Administra¬ 
tor.  A  party  who  has  filed  exceptions 
may  therein  request  oral  argument  which 
the  Administrator,  in  his  discretion,  may 
grant  or  deny.  Failure  of  a  party  to  re¬ 
quest  oral  argument  on  the  exceptions 
Ued  shall  constitute  a  waiver  of  oral 
argument.  The  Administrator  may, 
nonetheless,  sua  sponte,  set  a  matter 
for  oral  argument.  The  time  and  place 
for  such  oral  argument,  if  granted,  shall 
be  assigned  after  giving  consideration  to 
the  convenience  of  the  parties. 

S  173.27  Final  order. 

If  a  party  to  the  proceeding  takes  an 
appeal  to  the  Administrator  from  the 
Initial  decision  of  the  Administrative  Law 
Judge,  or  the  Administrator  sua  sponte, 
reviews  such  decision  the  Administrator 
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as  soon  as  practicable  after  service 
upon  him  of  the  initial  decision,  shaU 
issue  his  final  order.  Such  final  order  inay 
accept  or  reject  all  or  part  of  the  Initial 
decision.  The  final  order  shall  Include 
findings  of  fact  and  conclusions  regard¬ 
ing  material  issues  of  law,  fact,  or  dis¬ 
cretion  as  well  as  reasons  therefor  and 
shall  make  a  determination  as  to  the 
reasonable  compensation,  if  any,  that 
respondent  must  pay  to  the  claimant 
for  producing  the  test  data  relied  upon, 
the  method  of  payment,  and,  may  fix 
such  other  terms  and  conditions  as  may 
be  reasonable  under  the  circumstances 
and  equitable  to  the  parties,  including 
the  furnishing  of  a  bond  or  other  guar¬ 
antee  of  payment  by  the  respondent  to 
the  claimant. 

Motion  To  Reconsider 

§  173.28  Motion  to  reopen  hearing^^;  to 
rehear  or  reargue  proceedings;  or  to 
reconsider. 

(a)  Filing  and,  service.  A  motion  to  re¬ 
open  a  hearing  to  take  further  evidence, 
to  rehear  or  reargue  any  matter  related 
to  such  proceeding,  or  to  reconsider  any 
final  order,  must  be  made  by  motion  to 
the  Administrator  or  the  Administrative 
Law  Judge,  in  accordance  with  S  173.14. 
and  filed  with  the  Hearing  Clerk.  Every 
such  motion  must  state  the  specific 
grounds  upon  which  relief  is  sought. 

(b)  Motion  to  reopen  hearing.  A  mo¬ 
tion  to  reopen  a  hearing  for  the  purpose 
of  taking  further  evidence  may  be  filed 
at  any  time  prior  to  the  issuance  of  the 
Administrator’s  final  order.  Such  motion 
shall  state  briefly  the  nature  and  pur¬ 
pose  of  the  evidence  to  be  adduced,  shall 
show  that  such  evidence  is  not  cumula¬ 
tive.  and  shall  set  forth  a  good  reason 
why  such  evidence  w'as  not  adduced  at 
a  hearing. 

(c)  Motion  to  rehear,  reargue,  or  re¬ 
consider.  Motions  to  r^ear  or  reargue 
any  matter  related  to  a  hearing  or  to  re¬ 
consider  the  final  order  shall  be  filed 
wrlthln  ten  (10)  days  after  the  date  of 
service  of  the  final  order.  Such  motion 
must  state  «>ecifically  the  matters 
claimed  to  have  been  erroneously  de¬ 
cided.  The  nature  of  any  alleged  error 
must  be  briefly  stated. 

§  173.29  Procedure  for  di.«po^>ilion  of 
motions. 

Within  ten  (10)  days  following  the 
service  of  any  motion  provided  for  in 
§  173.27  any  other  party  to  the  proceed¬ 
ing  may  file  with  the  Hearing  Clerk  and 
serve  on  all  other  parties  an  answer 
thereto.  As  soon  as  practicable  tliere- 
after,  the  Administrator  or  the  Admin¬ 
istrative  Law  Judge,  as  aF>propriate  shall 
announce  his  intent  to  grant  or  to  deny 
such  motion.  Unless  the  Administrator 
determines  other  vise,  Impl^entation  of 
the  final  order  shall  not  be  stayed  poid- 
Ing  the  decision  to  grant  or  to  deny  the 
motion.  The  conduct  of  any  proceeding 
w'hlch  may  be  required  as  a  result  of  the 
granting  of  any  motion  allowed  in  this 
section  shall  be  governed  by  the  provi¬ 
sions  of  the  applicable  section  of  these 
rules. 
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DIUCnttMs 

t?rlcr  to  tb«  preparation  of  th«  mipportlng  data  portion  of  a  pesticide  application,  you  should  becone  familiar 
With  '.he  data  requirements.  The  (anaral  requirements  arc  stated  la  the  Federal  Insecticide,  Fungicide,  and  Kodentlcld 
A«c,  as  'amended;  and  In  .tba  ImplcMntlag  regulatloos.  The  specific 'data  requirements  are  explained  In  the  Reglstratlo 
Guidelines.  Additional  assistance  is  arallabld'ln  the  EPA  Keglonal  Offices  or  from  the  EPA  Registration  Division 
(WU-567)  Washington,- D.C;  .20460. 

A  list  of  Che  tests 'cited  should  be  prepared  as  an  index  to  the  Supporting  Data  Citation  forms.  The  list  should 
specify  each  test  and  the  page  number  of  the  corresponding  form. 

Supporting  Beta  Citation  forms  sMst  be  submitted  whetcr  the  actual  data  la  submitted 
One  form  must  be  completed  for  each  test  submitted. 

Forms  submitted  must  contsln  original  signatures  In  the  certification  box. 

SPECIFIC  DIRECTIONS 

Box  1.  Consecutively  number  all  citation  sheets  being  submitted  with  the  application. 

THE  APPLICATION 
Box  2.  For  EPA  use  only. 

SECTION  A:  IDEWTIFICATION  OF  THE  APPLICATION  SUPPORTED. 

-Box  3.  Specify  the  name  of  the  product. in  support  of  which  the  data  Is  submitted. 

Box  4.  Specify  the  date  the  supported  application  is  being  submitted. 

Box  S.  Specify  the  product  registration  number,  file  symbol,  or  company  number  of  the  product  In  support  of  which 

the  data  Is  submitted. 

SECTION  B:  IDENTIFICATION  OF  THE  SPECIFIC  TEST  PERFORMED. 

Box  I.  Specify  the  test  Index  n\naber  used  in  the  Registration  Guidelines  and  the  EPA  Data  Catalog  for  the  soeclfic 
data  requirement. 

Box  7.  Specify  the  test  name  used  In  the  Registration  Guidelines  and  the  EPA  Data  Catalog  for  the  specific  data 
requirement.  . 

Box  I.  For  data  being  cited  from  the  EPA  Data  Catalog  specify  the  catalog  test  number  for  the  specific  test  cited. 

Box  f.  Specify  the  test  organism  or  application  site  as  spproprlate. 

Bos  10.  When  appropriate,  specify  the  pest  against  which  the  test  Is  being  conducted. 

Box  11.  Identify  the  method  of  application  or  other  descriptor  necessary  to  identify  the  test. 

SECTION  C:  IDENTIFICATION  OF  THE  PERSON  WHO  PERF0R.MED  THE  TEST. 

Box  12.  Specify  the  Individual  or  organisation  that  performed  the  test.  If  the  test  was  conducted  by  a  universltv, 

I  axperliwnc  station,  or  Independent  laboratory,  state  the  n.ime  and  address.  If  the  test  was  performed  bv  the 

applicant  or  a  previous  applicant,  state  the  company  name  and  address. 

Box  13.  If  the  Individual/organisation  that  conducted  the  test  has  been  assigned  a  companv  number,  insert  the  number 
ia  Box  13. 

Box  14.  Specify  when  the  test  was  conducted.  If  the  test  took  longer  than  one  day  specify  the  first  day  of  the  test. 
Box  13.  If  you  have  a  code  number  or  other  identifier  for  the  test,  place  it  In  Box  IS. 

SECTION  D:  IDENTIFICATION  OF  THE  SUBSTANCE  TESTED. 

Box  16.  List  the  active  ingredients  ia  the  material  tested.  List  one  Ingredient  per  line  and  specify  the  percentage 
of  that  ingredient  in  the  material  tested.  Do  not  specify  any  inerts  or  other  confidential  information. 

Box  17.  Specify  the  nature  of  the  material  tested. 

Box  18.  If  the  material  tested  was  a  formulated  material,  specify  the  formulation  type  In  Box  18. 

Box  19.  If  the  material  tested  has  previously  been  registered  .specify  the  registration  number. 

SECTION  E:  REFERENCE  CITATION  FOR  PREVIOUSLY  SUBMITTED^ DATA. 

Box  20.  When  citing  data  previously  submitted  to  the  Agency ^specify  the  name  and  address  of  the  original  submitter. 

Box  21.  Specify  the  date  the  cited  data  was  originally  submitted  to  the  Agency  or  its  predecessors. 

Box  22-24.  Specify,  as  appropriate,  the  registration  number,  petition  number,  or  experimental  permit  number  under 
which  the  data,  was  originally  submitted. 

-  SEaiOH  F:  CERTIFICATION  OF  STATUS. 

Box  23.  Select  the  appropriate  category  of  -data  from  the  following  list  sad  mark  the  appropriate  box. 

Category  1  includes  all  data  first  submitted  to  the  Agency  In  support  of  an  Application  for  Registration  before 
January  1,  1970. 

Category  II  includes  all  data  not  within  Data  Category  I  which  were  produced  at  the  expense  of  the  applicant  alone. 
Category  III  Includes  all  data  not  within  Catagory  I  or  II  which  is  accompar.lcd  by  a  Consent  Statement  as  set  forth  ia 
Box  28. 

Catagory  IT  includes  all  data  not  within  Data  Categories  I,  II,  or  III. 

For  data  being  submitted  to  the  Agency  for  the  first  time  with  this  application,  specify  *ihether  trade  secret 
status  is  claimed  for  the  data. 

For  data  submitted  under  Catagory  I  or  II  the  applicant  must  sign  the  certification  in  Box  27A. (See  Notice  Belt 
For  data  submitted  under  Category  III  the  owner  of  the  data  must  sign  the  certification  ia  Box  28A. 

(See  Notice  Below) 

For  data  submitted  under  Catagory  IV  the  acolicant  must  sign  la  Box  29A.  (See  Notice  Below) 

The  statenents  must  be  signed  as  indicated  bv  the  applicant  or  consenting  party  or  if,  such  parson  is  a 
corporation  or  other  Juridicial  person,  an  individual  with  authority  to  act  on  behalf  of  tha  applicant. 
Signature  of  any  of  these  statements  constitutes  certification  by  the  signing  partv  of  his  nndcrstandiag  Chat 
if  any  of  the  statements  which  he  signs  are  known  by  him  to  be  false,  he  may  be  subject  Co  crinlnal  peo^CT 
under  18  Q.S.C.  I  1001,  criminal  or  civil  penalty  under  7  V.S.C.  fl36J  (a)(2)(N).  or  both. 

Supporting  Data  Citation  (reverse) 
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FIFRA  SMUon  a«(»)(a)(A)  roqulM  %b» 
Administrator  to  prorld*  tho  Oocratnry  a< 
A^cultora  wltli  •  copy  of  nny  proposed  rac- 
ulstion  St  Issst  80  days  prior  to  signing  It 
for  publlcstlcm  In  the  Fdbal  Registre.  Tho 
comments  of  the  Secretary  and  the  Adminis¬ 
trator's  response  thereto  are  published  below. 

Depaxticxnt  or  Agbicui.tt7es. 

Oppice  op  the  Seceetaxt. 

Washinffton,  December  21, 1976. 
Hon.  Russeu.  E.  TEain. 

Administrator,  VS.  Environmental  Pro¬ 
tection  Agency,  Waterside  Mall,  Room 
W1200  A  100.  WasKlnffton,  DXJ. 

Dbab  Me.  Teain;  Enclosed  are  comments  on 
the  proposed  draft  ot  regulations  to  Imple¬ 
ment  Section  3(e)(1)(D)  oi  FIFRA.  as 
amended.  This  response  Is  pursuant  to  the 
Congressional  provlalon  tar  review  com¬ 
ment  by  tho  Secretary  of  Agriculture.  We  be¬ 
lieve  these  suggestions  will  be  helpful  to  yo\ir 
Agency  In  developing  the  final  proposal.  Our 
major  concern  la  that  this  iBsplementatlon 
of  the  data  compensation  provision  may  In¬ 
crease  the  already  complex  burden  of  regis¬ 
tering  and  reregistering  pestlddes. 

Please  be  assured  that  this  Department 
wants  to  assist  EPA  In  every  way  possible  In 
Its  important  role  of  Implementing  the 
FIFRA,  as  amended. 

Sincerely, 

John  A.  Knebei., 

Secretary. 

Enclosure. 

T7SDA  Comments  on  the  EPA  Dxapt  or 
Section  3(c)(1)(D)  Rbcituitions 

The  UR.  Department  of  Agrlcultme  has 
made  maJcN  commitments  for  assisting  EPA 
In  the  implementation  of  FIFRA,  as  amended. 
In  the  areas  where  USDA  has  primary  Inter¬ 
ests  and  expertise.  These  commitments  In¬ 
clude  providing  scientific  Information  regard¬ 
ing  the  need  for  pest  control,  the  best  tech¬ 
niques  for  such  control,  research  in  many 
areas  relating  to  the  use  of  pesticides  and 
their  fate  in  the  environment,  and  the  educa¬ 
tion  of  applicators  and  users  of  pesticides.  In 
compliance  with  the  provisions  of  Section 
a5(a)  (2)  (A)  of  FIFRA.  as  amended,  we  are 
submitting  these  comments  in  response  to 
your  proposed  regulations  to  Implement  the 
provisions  of  Section  3(c)(1)(D). 

The  provlslcms  of  Section  3(c)(1)(D)  and 
the  regulations  promulgated  thereunder  are 
primarily  a  concern  of  firms  engaged  In  the 
business  of  producing  and  formulating  pesti¬ 
cides  and  pesticide  products.  While  the  De¬ 
partment  is  sensitive  to  these  concerns.  It 
shares  an  Interest  with  EPA  In  the  expedi¬ 
tious  registration  and  reregistration  of  pesti¬ 
cides  that  should  be  registered  under  the  pro¬ 
visions  of  FIFRA,  as  amended,  (e.g.  pesticides 
that  are  efficacious  and  do  not  cause  unrea¬ 
sonable  adverse  effects  on  the  environment). 

Any  regulation  that  causes  an  imdue 
impediment  to  the  registration  of  pesticides 
would  be  counterproductive.  Accordingly,  we 
are  concerned  that  regulations  on  compen¬ 
sation  fully  effectuate  both  the  spirit  and 
the  intent  of  the  statutory  mandate  that 
'^(r)egl6tration  shall  not  be  delayed  pending 
the  determination  of  reasonable  compensa¬ 
tion  between  the  applicants,  by  the  Admin¬ 
istrator,  or  by  the  court."  We  firmly  believe 
that  regulations  which  dissuade  prospective 
applicants  from  using  reliable  data  generated 
by  another  person  to  support  an  iqipllcatlon 
for  registration  would  constitute  a  great  dis¬ 
service  to  the  public  Interest,  and  contravene 
the  Congressional  purpose  underlying  the  en¬ 
actment  of  Section  3(c)(1)(D). 

The  effect  of  the  proposed  regulations  on 
American  agriculture  cannot  be  discerned 
with  sufficient  accuracy  to  enable  this  De- 
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partment  to  make  detailed  comments  at 
this  time.  Issues  such  as  the  Identification 
of  trade  secrets  and  the  appllcabttt^  of 
dates  whleh  determine  the  rights  ot  parties 
regarding  compensation  for  use  of  data  are 
In  litigation.  In  addition  the  regulations 
require  additional  and  extensive  paperwork 
both  by  iqipllcants  for  registration  and 
claimants  for  compensatlmi.  This  require¬ 
ment  Is  likely  to  deter  appflcants  from 
registering  products  and  may  result  In 
significantly  Increased  costs. 

USDA  Is  concerned  about  the  Implementa¬ 
tion  of  any  regulation  which  would  unneces¬ 
sarily  Impinge  on  the  availability  of  pes¬ 
ticide  products,  interfere  with  continued 
efficient  agricultural  production,  or  work 
to  the  detriment  of  the  American  farmer. 

While  we  recognize  the  possibility  that  the 
American  farmer  may  have  to  pay  more 
money  for  pesticides  as  a  result  of  the 
provisions  of  Section  3(c)  (1)  (D),  we  realize 
that  manufacturers  whose  re^tratlon  data 
are  used  by  others  should  be  compensated 
In  an  equitable  manner.  All  benefacton  of 
the  development  of  data  essential  to  regis¬ 
tration  should  bear  a  fair  share  of  the 
financial  burden  of  generating  tha±  data. 
The  primary  goal  should  be  to  encourage 
continued  research  by  the  private  sector 
to  develop  new  and  Improved  pesticides  for 
pest  control. 

While  the  proposed  regulations  Indicate 
some  awareness  of  a  need  for  criteria, 
they  do  not  specify  the  criteria  that  wUl 
be  applied  to  define  reascmable  compen¬ 
sation  nor  do  they  establish  simple  meth- 
odolgy  for  determining  such  compensation. 
Persons  may  desire  to  use  compensable  data 
but  be  unable  to  Identify  the  owner(8) 
or.  having  ascertained  the  owner(s)  be 
unable  to  negotiate  an  agreement  on  com¬ 
pensation.  Such  prospective  applicants  are 
left  In  a  serious  quandary  regarding  whether 
or  not  to  rely  another’s  data  with  a 
binding  commitment  to  pay.  'They  are  unable 
to  be  certain  of  the  basis  on  which  your 
agency  will  decide  the  matter  of  compen¬ 
sation  after  the  registration  Is  granted,  and 
thus  the  actual  cost  of  using  the  data. 
Fundamental  guidelines  establishing  the 
basis  for  adjudging  compensation  would 
greatly  minimize  the  dilemma  that  now 
exists,  and  we  brileve  that  the  promulgation 
of  such  guidelines  by  your  agency  under 
Section  3(c)(1)(D)  would  greatly  facilitate 
the  using  of  data  generated  by  others  to 
support  new  registrations. 

The  Identification  of  Information  to  be 
considered  as  trade  secrets  or  confidential, 
under  Seetkm  10  of  FIFRA,  as  amended, 
should  be  resolved  before  the  Issuance  of 
regulations  under  Section  8(c)(1)(D)  be¬ 
cause  such  a  definition  Is  Inextricable  from 
considerations  appllcaUe  to  ascertaining  the 
scope  of  those  data  that  are  compensable. 
In  September  1976  In  a  talk  given  to  the 
PestlcliJe  Formulators  Association,  an  EPA 
official  Indicated  that  10  cases  Involving 
the  question  of  trade  secrets  were  In  the 
courts.  The  statement  was  made  that  these 
pending  court  actions  Involve  thousands  of 
products  on  which  no  registration  or  re¬ 
registration  action  can  be  taken  and  that 
“(t)rade  secret  questions  may  prove  to  be 
the  most  difficult  problem  we  have  In  the 
long  run  and  may  require  legislative 
changes." 

WhOe  It  Is  recognized  that  the  matter 
of  trade  secrets,  as  they  are  involved  In 
the  court  actions.  Is  not  specifically  an  Item 
under  Section  3(e)  (1)  (D),  nevertheless  they 
are  related  to  the  requirements  of  the  Sec¬ 
tion.  The  Department  has  a  deep  concern 
that  the  Initlatinn  of  court  actions  has 
prevented  EPA  from  carrying  out  Its  man¬ 
date  to  register  pesticides  and  Is  prevent- 
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Ing  American  agriculture  from  utilizing  these 
matsrlalB. 

The  requirement  that  a  form  be  filed  for 
each  Item  of  data  submitted  may  prove 
unduly  burdensome  on  applicants  and  on 
EPA.  Consideration  should  be  given  to  meth¬ 
ods  of  reducing  the  peqierwork  required, 
especially  In  the  case  where  numerous  Items 
are  being  cited,  all  are  derived  from  one 
registrant,  and  particularly  when  consent 
has  been  given  for  an  the  data  relied  on 
by  the  applicant. 

A  proposal  and  policy  which  will  require 
the  applicant  for  registration  to  specifically 
Identify  ecu:h  piece  of  data  that  Is  to  be 
considered  In  the  evaluation  of  the  proposed 
product  registration,  the  requirement  that 
each  claimant  also  Identify  each  speclfie 
Item  of  data,  plus  the  requirement  to  file 
written  reports  regarding  this  data  Irrespec¬ 
tive  of  the  date  of  production  of  the  data, 
appears  to  be  extremely  time-consuming  and 
may  go  beyond  the  Intent  and  purpose  of 
Section  3(c)  (1)  (D) .  In  the  case  of  the  <dder 
pesticides.  It  may  not  be  possible  to  ade¬ 
quately  Identify  the  source  of  the  data  by 
either  the  applicant  or  the  claimant-  la 
Senate  Report  No.  94-463.  the  Committee  sk- 
pressed  the  view  that  "old  data”  should  not 
be  compensable. 

"In  view  of  its  purpose.  It  would  seem 
sound  not  to  require  cost  sharing  with  re¬ 
flect  to  “old  data".  To  make  the  provision 
applicable  to  “old  data"  could  create  a  wind¬ 
fall  for  producers  of  this  data  since  such 
data  was  prepared  without  any  reasonable 
expectation  that  the  law  would  require  shar¬ 
ing  of  the  costs  of  production."  (94th  Cong.. 
1st  Sess.,  Sen.  Rpt.  No.  94-462,  at  ix.  10) 

The  financial  burden  for  the  applicant 
may  be  greater  In  identifying  the  data,  Item 
by  item,  prior  to  completion  of  "EPA  Data 
Catalog”  than  the  Initial  registrant’s  claim 
for  compensation.  There  does  not  appctf  to 
be  any  provision  toe  an  agreement  covering 
"data  packages"  rather  than  Individual 
Items. 

The  definitions  In  the  regulations.  Sec¬ 
tions  162.9(a)(6)  and  162.9(a)(6)  (U)  and 
(111)  are  unnecessarily  broad  and  may  lead 
to  disputes  over  the  use  ot  data.  Section 
162.9(a)  (6)  could  be  amended  by  adding  the 
phrase  “pertinent  to  the  proposed  registra¬ 
tion"  at  the  end  of  the  first  line.  It  Is  un- 
Ilktiy  that  EPA  would  rely  on  data  which 
are  not  dted  with  some  specificity.  Sections 
162.9(a)  (6)  (11)  and  (111)  could  be  amended 
to  delete  the  words  "or  Implicitly"  at  the 
end  of  the  last  line  of  each  section.  Since  it 
was  the  Intent  that  the  required  cost  shar¬ 
ing  should  be  for  the  cost  of  data  required 
to  obtain  or  ocmtlnue  a  registration.  Section 
162.9(a)  (6)  and  (7)  could  be  modified  to 
Identify  the  data  required,  requested,  and 
used  by  Eff^A  In  consideration  of  a  regl*- 
tratlon. 

The  proposed  rules  of  practice  under  Sec¬ 
tion  3(c)(1)(D)  Indude  references  to  the 
legal  concepts  of  “material  Issues  of  law  or 
fact"  and  Include  an  additional  "material 
Issue  of  discretion.”  The  meaning  of  the  lat¬ 
ter  term  will  be  a  source  of  confusion  and 
controversy.  It  should  be  omitted  as  supxer- 
fluous  or  It  should  be  defined  for  purposes 
of  Section  3(c)(1)(D)  administrative  pro¬ 
ceedings. 

In  the  development  of  information  on  the 
efficacy,  phytotoxldty,  residues,  and  similar 
data.  It  has  been  a  normal  practice  to  utlllas 
the  cooperative  programs  of  the  State  and 
Federal  governments.  While  this  Informa¬ 
tion  may  eventually  be  published,  and  there¬ 
fore  become  puMIc  knowledge,  not  all  ot 
It  Is  published  prior  to  use  In  the  reglMra- 
tion  process.  Because  of  the  puldle  support 
of  the  development  of  this  Information,  one 
could  question  how  to  go  ahotti  determin¬ 
ing  the  amount  of  compensation  and  to 
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whom  the  compensation  should  be  paid. 
Consideration  should  be  given  to  providing 
an  exemption  from  the  requirement  of  com¬ 
pensation  for  Information  developed  with 
public  monies. 

As  the  regulations  few  the  registration  of 
pesticides  have  been  promulgated,  under 
FIFRA.  as  amended.  It  has  become  aj^arent 
that  registrations  of  pesticides  for  “minor 
uses”  have  become  more  difficult  to  obtain 
both  from  the  standpoint  of  the  additional 
data  requirements  and  reglslawnt’s  Interests. 
The  problem  appears  to  be  primarily  one  at 
economics.  For  the  potential  supplier  of  the 
minor  use  pesticide.  It  Is  obvious  that  any 
additional  economic  requirements  will  fur¬ 
ther  reduce  the  Interest  and  participation  In 
the  ‘‘minor  use”  program. 

Specifically,  controversies  on  the  required 
payment  for  data,  could  serlouslly  delay  or 
stop  registration  of  minor  use  pesticides  due 
to  the  regulations  under  Section  3(c)  (1)  (D) . 
When  the  applicant  for  the  minor  use  reg¬ 
istration  Is  the  supplier  of  the  data  on  a 
majew  use  on  a  pcu‘tlcular  active  Ingredient, 
he  can  use  his  <»1glnal  data  to  suj^rt  the 
minor  use  registration.  However,  In  many 
cases,  because  only  small  quantities  of  reg¬ 
ister^  products  are  required,  the  minor 
use  iq>pllcant  will  be  a  different  party,  usually 
a  smaller  company,  and  Section  3(c)  (1)  (D) 
could  enter  the  picture.  Besides  the  time- 
consuming  delays  In  proceeding  to  registra¬ 
tion  we  also  have  the  question  of  the  size 
of  payment.  Unless  the  volume  of  anticipated 
use  of  the  pesticide  Is  a  factor  In  determining 
c<Mnpensatlon,  the  minor  use  applicant  prob¬ 
ably  cannot  affort  the  cost  of  data  to  support 
his  low  volume  registration  and  he  will  not 
move  forward  with  his  application. 

The  Joint  commitment  of  EPA  and  this 
D^artment  with  respect  to  the  registration 
of  the  minor  uses  of  pesticides  can  be  seri¬ 
ously  handicapped  If  the  proposed  regula¬ 
tions  do  not  accommodate  this  important  use 
of  pesticides. 

Response  op  the  Administratob 

1.  The  Secretary  requests  that  the  Agency 
specify  the  criteria  that  will  be  used  to 
determine  reasonable  compensation  and  es¬ 
tablish  a  simple  methodology  for  determin¬ 
ing  such  compensation.  He  recommends  that 
the  Agency  publish  guidelines  In  this  regard. 

Response:  As  Is  explained  In  the  Preamble, 
the  Agency  has  evaluated  the  feasibility 
of  establishing  In  these  regulations  substan¬ 
tive  standards  governing  the  amount  and 
method  of  compensation  and  has  concluded, 
on  the  basis  of  available  Information,  that 
a  precise  formula  for  determining  reasonable 
compensation  Is  not  practicable  at  this  time. 
We  expect  that  widely  divergent  theories  of 
data  i^uatlon  and  compensation  will  be  pro¬ 
posed  and  that  widely  divergent  factual  sit¬ 
uations  will  be  Involved  In  the  various  claims. 
Therefore  tt  seems  more  desirable  that  the 
Initial  determinations  of  the  Administrative 
Law  Judge  and  the  Administrator  be  gov¬ 
erned  solely  by  the  statutory  standard  of 
“reasonable  compensation  for  producing  the 
test  data,**  as  applied  to  the  particular  cir¬ 
cumstances  of  each  case.  After  some  disputed 
claims  for  compensation  have  been  decided, 
the  Agency  may  be  In  a  position  to  state 
substantive  rules  governing  the  determina¬ 
tion  of  reasonable  compensation.  At  the  pres¬ 
ent  time  we  have  set  forth  In  the  Preamble 
various  factors  which  have  been  suggested 
as  appropriate  for  consideration  In  determin¬ 
ing  the  amount,  method  and  terms  of  reason¬ 
able  compensation.  These  various  factors  are 
Intended  to  serve  as  “guidelines”  of  the  types 
at  factors  which  the  Administrator  may  oon- 
aldw  In  setting  reasonable  compensation. 
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In  response  to  this  comment,  the  Agency 
has  modified  the  Preamble  to  «q>llcltly  so- 
ttelt  the  submlsBlon  of  a  precise  formula  for 
determining  the  amount  and  method  of 
reasonable  compensation  and  comment  re¬ 
garding  the  factors  appropriate  to  this 
determination. 

3.  The  Secretary  recommends  that  the 
Identification  of  information  which  Is  en¬ 
titled  to  confidential  treatment  under  sec¬ 
tion  10  of  FIFRA  should  be  resolved  before 
the  Issuance  of  these  regulations. 

Response;  The  Agency  has  by  memoran¬ 
dum  *  outlined  the  types  of  data  which  In  Its 
opinion  are  entitled  to  confidential  treat¬ 
ment  under  FIFRA,  section  10.  As  the  Sec¬ 
retary  points  out,  various  lawsuits  have  been 
brought  regarding  this  memorandum.  The 
Environmental  Protection  Agency  and  the 
Department  of  Justice  are  pursuing  this  liti¬ 
gation  with  all  possible  speed.  To  delay 
Issuance  of  these  regtilatlons  pending  reso¬ 
lution  of  these  lawsuits  (which  may  eventu¬ 
ally  be  decided  by  the  Supreme  Court) 
would  serve  no  useful  purpose  since  the 
matter  of  what  information  Is  etntlUed  to 
confidential  treatment  Is  not  addressed  In 
these  regulations. 

3.  The  Secretary  suggests  that  It  should 
not  be  necessary  to  complete  a  separate 
form  for  each  item  of  data  If  all  the  data 
referenced  by  an  applicant  is  derived  from 
one  registrant,  particularly  when  consent 
has  been  given  for  use  of  the  data. 

Response:  The  Agency  agrees  that  the 
paperwork  required  to  support  an  applica¬ 
tion  should  minimized  whenever  possi¬ 
ble.  We  have  determined,  however,  that  re¬ 
quiring  a  separate  form  for  each  Item  of  data 
will  result  In  the  most  efficient  registration 
process  and  will  avoid  questions  which 
would.  In  fact,  lead  to  greater  amounts  of 
paperwork. 

4.  The  Secretary  suggests  that  an  appli¬ 
cant  should  not  be  required  to  Identify  the 
data  he  Intends  to  use  to  support  his  appli¬ 
cation  and  that  a  claimant  should  not  be 
required  to  Identify  the  data  for  which  he 
Intends  to  file  a  claim  for  compensation.  The 
Secretary  states  that  It  may  be  particularly 
difficult  to  Identify  the  source  of  the  data 
in  the  case  of  older  pesticides. 

Response:  The  statutory  provisions  of  the 
1972  FIFRA,  as  amended  In  1076,  mandate 
that  the  applicant  Identify  the  data  he  In¬ 
tends  to  iise  to  support  his  application  so 
that  (1)  the  Admlnistraion  will  know  what 
data  to  review  and  to  determine  whether  the 
pesticide  product  meets  the  requirements  of 
section  3  of  the  Act;  (2)  the  rights  of  the 
owner  of  the  data  to  confidential  treatment 
and  reasonable  compensation  under  sections 
3(c)(1)(D)  and  10  may  be  preserved;  and 
(3)  the  Administrator  will  be  able  to  notify 
the  public  of  what  data  was  relied  upon  to 
support  the  registration  action,  as  required 
by  section  3(c)  (2) . 

The  claimant  must  Identify  the  data  for 
which  he  Intends  to  assert  a  claim  for  com¬ 
pensation  so  that  (1)  a  claimant  previously 
unknown  to  the  applicant  may  be  Identified; 
and  (3)  the  applicant  will  be  able  to  esti¬ 
mate  his  maximum  financial  exposure  If  he 
continues  to  rely  on  the  data  he  has  cited. 

The  Agency  expects  the  complete  EDA 
Data  Catalog  to  be  available  within  the  next 
several  months.  Each  piece  of  data  jwevlously 
submitted  to  the  Agency  has  already  been 
assigned  a  unique  number.  Tlterefore  Identi¬ 
fication  of  available  “relatlvrty  old”  data  will 


1  See,  Memorandum  at  March  6.  1976  from 
Robert  V.  Zener,  Oeneral  Counsel,  to  Edwin 
L.  Johnson,  D^uty  Assistant  Administrator 
for  Pesticide  Prognuns  entitled  “Extent  to 
which  FIFRA  f  10(b)  requires  EPA  to  afford 
confidential  treatment  to  test  data.” 
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be  feasible.  Moreover,  no  claims  for  com¬ 
pensation  are  likely  to  be  filed  with  the 
Agency  for  data  first  submitted  In  support  of 
an  iqjpllcatlon  prior  to  January  1,  1070,  be¬ 
cause  such  data  Is  not  eligible  for  compensa¬ 
tion. 

5.  The  Secretary  suggests  that  the  defini¬ 
tion  of  the  term  ‘‘test  data”  at  section  163.0 
(a)  (5)  be  amended  by  adding  the  phrase 
•‘pertinent  to  the  propose(d)  registration”  to 
avoid  disputes  over  the  use  of  data. 

Response ;  The  definition  of  the  term  "test 
data”  is  an  Issue  separate  and  apart  from  the 
use  of  data.  In  accordance  with  the  present 
statutory  framework  the  Administratin'  will 
only  consider  In  support  of  an  application 
that  data  which  has  been  cited  by  the  appli¬ 
cant  on  a  Supporting  Data  Citation  form.  An 
applicant  would  not  be  expected  to  cite  (and 
perhaps  offer  to  pay  reasonable  compensation 
for)  data  which  are  not  pertinent  to  the 
registration. 

6.  The  Secretary  suggests  that  the  defini¬ 
tion  of  the  term  “data  submitted  In  sup- 
pint  of  an  iq>pllcation  for  registration”  at 
section  162.9(a)  (6)  should  be  amended  to 
delete  the  wends  “or  Impllcitty”  at  the  end 
of  the  last  line  of  il  163J)(a)  (0)  (1)  and  162.9 
(a)  (6)  (11) .  He  argues  thereby  that  only  data 
explicitly  Included  In  an  ^}plloation  for 
re^stratlon  should  be  considered  “data  sub¬ 
mitted  In  support  of  an  application.” 

Response:  The  effect  of  this  suggestion 
would  be  to  require  the  physical  rssubmls- 
slon  of  data  already  In  the  Agency’s  files 
which  was  first  submitted  on  or  after  Janu¬ 
ary  1,  1970  In  support  of  an  experimental  use 
permit  or  tolerance  petition  which  was  not 
explicitly  Included  in  an  ^plication  tor 
registration  merely  for  the  purpose  that  It 
might  be  eligible  for  oonq>ensatlon.  This 
would  clearly  be  a  needless  exercise.  More¬ 
over,  such  a  definition,  would  encourage 
owners  of  data  first  submitted  to  the  Agency 
prior  to  January  1,  1970  in  support  of  an  ex¬ 
perimental  use  permit  or  tolerance  petition 
and  not  explicitly  included  In  an  application 
for  registration  to  resubmit  the  data  and 
thereby  make  it  eligible  for  compensation. 
‘That  clearly  would  be  contrary  to  the  legis¬ 
lative  Intent  that  data  first  submitted  prior 
to  January  1,  1070  Is  not  eligible  for  com¬ 
pensation. 

7.  The  Secretary  suggests  that  the  terms 
“data  submitted  In  support  of  an  iqipUea- 
tion,”  1163.9(a)(6),  and  “data  e<H>sldered 
In  support  of  an  iqipllcation,”  1 162.9(a)(7), 
should  be  modified  to  Identify  the  data  re¬ 
quired,  requested  and  iised  by  EPA  in  con¬ 
sideration  of  a  registration. 

Response:  The  registration  guidelines  will 
detail  the  data  required  to  support  the  reg¬ 
istration  of  a  pesticide.  Presumably  an  ap¬ 
plicant  will  Identify  the  data  requirements 
for  bis  particular  product  and  either  refer¬ 
ence  or  submit  an  Item  of  data  to  satisfy 
each  requirement.  There  is  nothing  to  stop 
an  applicant  from  submitting  additional 
data.  Nor  should  there  be.  An  iqiplicant  may 
possess  additional  Information  which  Is  rel¬ 
evant  to  the  registration  action  which  should 
be  submitted  to  the  Agency.  Moreover,  pur¬ 
suant  to  i  162.8(a)  (4)  of  the  registration 
regulations  an  applicant  Is  required  to  sub¬ 
mit  any  factual  Information  regarding  ad¬ 
verse  effects  of  the  pesticide  on  the  environ¬ 
ment  or  man  which  have  been  obtained  by 
him  or  come  to  bis  attention. 

An  Item  of  data  does  not  become  eligible 
for  compensation  until  a  subsequent  iq>pll- 
cant  references  It  In  support  of  an  iq>pll- 
catlon  for  registration.  The  subsequent  ap¬ 
plicant  need  only  reference  the  data  required 
to  support  his  application.  The  subee^pient 
applicant  Is  not  required  to  referenoe  data 
previously  submitted  by  another  ^ipHoant 
which  though  relevant  to  this  registration 
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is  not  "required  to”  support  the  sppUciotlon. 

The  Agency  will  consider  In  support  of  en 
application  all  data  cited  on  a  Supporting 
Data  Citation  form  to  determine  if  the  re¬ 
quirements  of  the  Act  have  been  satisfied. 
To  define  the  terms  "data  submitted  in  sup¬ 
port  of  an  application  for  registration”  and 
"data  considered  In  support  of  an  applica¬ 
tion”  in  terms  of  the  data  that  Is  required, 
requested  and  iised  by  EPA  woxild  be  to 
merge  several  processes  and  confuse  the 
structure  of  these  regulations. 

8.  The  Secretary  suggests  that  the  terms 
"material  Issues  of  law  or  fact”  and  "mate¬ 
rial  Issue  of  discretion”  which  are  used  in 
the  Rules  of  Practice  should  either  be 
omitted  as  superfiuous  or  defined. 

Response:  These  terms  are  generally  tm- 
derstood  within  the  legal  community,  have 
been  defined  by  case  law  and  are  within 
the  competence  of  the  Administrative  Law 
Judges  and  the  AdmlnlstraUw  to  employ  In 
a  reasonable  fashion. 

9.  The  Secretary  suggests  thi^t  these  regu¬ 
lations  should  Include  an  exemption  from 
"the  requirement  of  compensation  for  In¬ 
formation  developed  with  public  monies.” 

Response:  Data  developed  by  state  and 
federal  agencies  which  was  first  submitted 
to  the  Agency  on  or  after  January  1,  1970, 
would  for  the  purposes  of  these  regulations 
fall  within  data  category  IV  If  the  data  was 
prepared  at  the  expense  of  someone  other 
than  the  applicant  and  submitted  without 
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a  "consent  statement.”  The  company  that 
previously  submitted  the  data  In  support 
of  an  application  would  not  be  eligible  for 
compensation  because  the  Item  of  data 
would  not  have  been  produced  at  Its  ex¬ 
pense,  I  163.9(h)  (S).  Moreover,  In  most  cases 
the  state  or  federal  agency  at  whose  expense 
the  data  was  produced  will  not  be  able  to 
claim  compensation  because  their  agency 
would  not  have  previously  submitted  the 
data  in  support  of  an  application  for  regis¬ 
tration,  I  163.9(h)  (5).  If  the  state  or  federal 
agency  at  whose  expense  the  Item  of  data 
was  produced  did  previously  submit  the  data 
In  support  of  an  application,  they  would  be 
eligible  to  claim  reasonable  compensation. 
Nothing,  however,  compels  a  state  or  federal 
agency  to  file  a  claim  for  compensation. 

10.  The  Secretary  is  concerned  that  im- 
less  the  volume  of  anticipated  use  of  the 
pesticide  Is  a  factor  In  determining  compen¬ 
sation,  the  applicant  for  a  “minor  use”  regis¬ 
tration  will  be  put  at  a  serious  disadvantage 
and  perhaps  choose  not  to  pursue  reglstra- 
tlcm. 

Response:  HPA  shares  USDA's  concerns  re¬ 
garding  minor  use  registrations.  Item  7  In 
the  Preamble  list  of  factors  suggested  as 
appropriate  for  consideration  In  determining 
the  amount,  method  and  terms  of  reasonable 
compensation  provides  as  fc^ows:  the  fore¬ 
seeable  nature,  extent  and  profitability  from 
mai^etlng  of  the  pesticide  by  the  i^ipUcant. 
This  factor  has  been  suggested  In  put  with 
the  Interest  of  the  minor  use  registrant  in 
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mind,  and  spedfioally  addresses  the  concern 
raised  by  the  Secretary. 

Appknsix  ni 

UWrrXD  STATES  KNVntOHlCXNTAL  PBOTXCTION 
AGKNCT 

Jakuaxt  4.  1977. 

Subject:  Review  of  FTFRA  Section  3(c)(1) 
(D)  Proposed  Regulations, 
nom:  Executive  Secretary,  FTFRA  Scientific 
Advisory  PaneL 

To:  Deputy  Assistant  Administrator  ior  Pes¬ 
ticide  Programs  (WH-566). 

Pr(^>osed  Section  3(c)(1)(D)  regulations 
of  the  Federal  Insecticide,  FTinglcide.  and 
Rodentldde  Act  (FTFRA)  were  presented  for 
consideration  by  the  FTFRA  Scientific  Ad¬ 
visory  Panel  on  December  10,  1976. 

The  FTFRA  Scientific  Advisory  Panel  waives 
scientific  review  and  comment  on  proposed 
Section  3(c)(1)(D)  regulations.  This  action 
was  deraoed  appropriate  In  consideration  of 
the  certification  by  the  UjS.  Environmental 
Protection  Agency  that  there  were  no  ques- 
Uoos  of  scientific  nature  Involved  In  the 
regulations;  and  a  determlnatl<Mi  made  by 
the  Pand  following  dlsctisslons  In  open  ses¬ 
sion  with  representatives  of  both  the  Agency 
and  the  Pestldde  Industry  that  the  proposed 
regulations  would  not  affect  the  availability 
or  interpretation  of  scientific  datsL 

H.  Wadk  Fowub,  Jb.,  PaD. 
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